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FOOD AND DRUG ADMINISTRATION

APPROVED PRESCRIPTION DRUG PRODUCTS

NITH

THERAPEUTIC EQUIVALENCE EVALUATIONS

CUMULATIVE SUPPLEMENT

I. PREFACE

This cumulative supplement is one of a series of monthly updates to the
AA"Eroved Prescription Drug Products with Therapeutic Equivalence Evaluations,
E 1 ion (the List), to cover interim revisions to the annual publication

of the List in its entirety. The List is comprised of several parts and some
by their nature, are identified by the term "list.a€ce The cumulative
supplements routinely provide updates to two of these lists: The Drug Product
List and the DEST Addendum.

The List cannot be used effectively without the current cumulative
supplement. Users may wish to place an asterisk (*) in the List to the left

of the ingredient(s) in the Drug Product List and the product name in the
Addendum to indicate that changes to that entry appear in the cumulative
supplement. It is also suggested that earlier cumulative supplements be
discarded to avoid possible confusion. In this way, only the List and current
cumulative supplement need be referenced.

A.DRUG PRODUCT LIST

The Drug Product List cumulative supplements include the changes made
since August 1, 1984. Each subsequent cumulative supplement replaces the
previous month's cumulative supplement.

Information in this cumulative supplement follows the format of the Drug
Product List. The presence of any therapeutic equivalence code indicates
that the drug product is multisource; the deletion of a therapeutic
equivalence code indicates that the drug product has become single source.
(An infrequent exception exists when a therapeutic equivalence code is
revised. In that case the deletion of the therapeutic equivalence code is
followed immediately by the addition of the revised one.)

Context information on drug products is provided in each cumulative
supplement for completeness to assist in locating the proper place in the
Drug Product List for the revision. (Strength(s) which already exist in

the publication will not be repeated for context.) A page number in
parentheses referring to the Drug Product List is located to the right of

the ingredient(s).

Additions to the Drug Product List are indicated by new information in the
cumulative supplement. Additions new to the current cumulative supplement
are indicated by the symbol > ADD > to the left of the line on which new
information exists. The >PD¥:D% >symbol is dropped in subsequent cumulative
supplements for that item.



-
-—

(penuj3uol)

(seEZE ¥4 8p) €861 *SL N0 2300URI3P BUG|OJpUEU
(lsLlE ¥4 60) #2361 ‘c 9NV @)ed3LuLp apLgJosOsL
(L8952 ¥4 6%) ¥861 °22 NNC apL4o|yoodpAy suluo)oLoLp
@dUs.lajay J48)sibay [edapad $7onpoad

*3517 39npodd Bnua sy3

ul papnioui @q [Lim 3onpoad By3 “juedst|dde ayl Aq ps)jluqns UOLJBWIOFUL
|euoL3Lppe_uo paseq €3anpodd oi4193ds e Joj Aauaby ay3 £q pajueddb

s |eaoudde sy .Lmum_mwm |eJapay ayl ul pajsi| sjuswadinbaa jo siseq ay
uo |eaoddde [|nj 40 AUAeSS@IBU UO|IRWIOIUL |RUOLILPPR SPpjaoad pue buplaqe|
JL9Y} 3sLA34 03 padinbad mou aJde yoLym sbnup asoyy aue molaq pajsi]
“pa3onpuod Buraq aJam SOEPNIS SSIUBALIDDISD BLLYM paladJdeuw ag o3 sjonpoad
asayj pamo||® jeyl uorjdusxe Aieaodua} ayj Japun paroudde £)euol3ipuod
243M (Z) 40 ‘paaLnbaa 2.49M SBLPNIS SSAUBALIVRLIIR R40JRq L3ajes jO Siseq
3y} uo A[uo peacadde paarssed A[|ep3tup (1) A4obajed spuy3z up sionpoad bnug

VAOYddY TInd 404 ONITIEYT GISIATY HNIYINDIY SLINAOUd

*YJuow JUILANI BY3

BupJnp Aousbe ay3 Aq pasoudde saLjLjua Je|nIB|[OW MAU JO SIUNOD SSPN|JUL
qdodad ay] *pejuasadd ade juaws]ddns sALjejnund Spyl wodj pue 357
3onpodd 6nag ay3 ul uoLjewdcjul }9npodd wWoJ PIALJISP SIUNOD Jo salaobaje)

1SIT 1In00¥d 9n¥a 3JHL ¥04 SINNOJ 40 L¥043AH
: S3ILON WIJIAdS °II

‘uoLjajep e pue uoLjLppe ue Aq pejeatpul osle si 3onpodd IS3Q e Jo snjels
juaddng up abueyo y =3s517 3onpodd bnug ay3 o3 juswa|ddns aapje[nund dy3
UL S JoUURW SWES JYJ UL PILLILPUL IJe SUOLID|IPp pue SUOLILPPY ‘Wnpuappy

8yl o jewao} ayl smoljos juswadjddns aALelnuUND SLY] UL UOL}RWJOIUI

3517 buppusd IS30  :WNAN3AQY

‘UOLILP® SEY3 404 SJudwa|ddns
aAL3e[nuND |[e Fnoybnodyl supewad Japiljuspl syl “yibusays s
40 3yBL4 2y3 03 (=) abudazo| ay3 Aq papjLIuapl st jonpoad paaoddde K|mMau y

*wajl 3ey3} Jojy sjuswdddns sapje|nund jusnbasqns

uL paddodp sI |OquAS < TTa< @yl °*Juiad yondisuaro ayj bupupejued auj|
3y3 40 348 8yl 03 (31373d) <TTa< OQUAS Byl Aq pajedLpul aue juswalddns
BALJR[NUND JUBJLAND 3Y} 0] Mau suollajag ‘juswa|ddns aapjejnund ayl

up gupad 3oNna1saano Aq pajeaLpul aJe 3si7 jonpodd Bnug ay3 wodj suopialaq

‘4

¥

Google



Former Applicant (Name)

Products Federal Register Reference

(continued)

neomycin sulfate with either: MAR 26, 1984 (49 FR 11888)
dexamethasone sodium phosphate,

fluocinolone acetonide,

flurandrenolide,

hydrocortisone, or

methylprednisolone acetate.

[topical anti-infectives for

dermatologie use]

neomycin sulfate, polymyxin B sulfate, MAY 4, 1984 (49 FR 19147)
bacitracin zinc, and hydrocortisone

[topical ointment]

nitroglycerin (capsule,controlled release;oral) SEP 7, 1984 (49 FR 35428)
nitroglycerin (tablet, controlled release;oral) SEP 7, 1984 (49 FR 35428)
parenteral Multivitamin products SEP 17, 1984 (49 FR 36446)
phenazopyridine hydrochloride and JUL 29, 1983 (48 FR 34516)
sulfamethoxazole

sulfanilamide and aminacrine AUG 22, 1983 (48 FR 38097)
tranylcypromine sulfate MAR 22, 1984 (49 FR 10708)

APPLICANT (NAME) CHANGES

Because it is not practical to identify in the cumulative supplement each
and every product involved when an applicant transfers its entire line of
approved drug products to another applicant, or when an applicant changes
its name, the cumulation of these transfers and name changes will be
identified in this Special Notes section only. Where only partial

approved product lines are transferred between applicants, each approved
product involved will appear as an applicant name change in the cumulative
supplement. The current list of applicant holder changes follows.
APPLICANT (NAME) CHANGES

New Applicant (Name) New Abbreviated Name

OHIO MEDICAL ANESTHETICS

D.

ANAQUEST ANAQUEST

ADDENDUM: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION
The addendum of this supplement provides information required of the
Agency by the "Drug Price Competition and Patent Term Restoration Act of
1984."



De.

DISCONTINUED APPROVED PRODUCT IDENTIFIER ("Db°")
The Drug Price Competition and Patent Term Restoration Act of 1984
requires the FDA to make publicly available an alphabetical list of
approved drug products, with the application number and approval date,
for each product approved January 1, 1982 and thereafter, and an
indication whether in vitro and/or in vivo bioequivalence studies are
required for ANDA approval. This pA—blication, Approved Prescription Dru
Products with Therapeutic Equivalence Evaluations, 5th Edition, and i s
monthly supplements is being used to satisfy this new requirement. The
Agency will no longer delete products from this publication when an
applicant discontinues marketing for economic reasons, as it had done in
the past. The only cause for product remoVal from the publication will be
for safety reasons. Products discontinued from marketing will be flagged
in the Cumulative Supplement and future editions of this publication with
the "D°" symbol to designate their nonmarketed status.

v



[II. REPORT OF COUNTS FOR THE DRUG PRODUCT LIST

DESCRIPTION OF REPORT

The following report provides summary counts derived from product information in the Drug Product List and the
current cumulative supplement. The counts appear in two sections. Section A. refers to the products in the

List and Section B. to products in the current cumulative supplement. A new column of data will appear in
Section A. each three-month period following July '84. Section A. therefore will provide baseline and quarterly
data while Section B. provides monthly actiVity.

USE OF REPORT

From the data presented under Section B., users should be able to observe such things as (1) newly approved,
DESI effective and remarketed drug products which are added to the List; (2) products that are being removed
from the List as the result of withdrawal of approval, changes from prescription to over-the-counter status and
discontinued marketing of products; and, (3) trends in approval of products as either multisource or single
source during each month within the quarter. The report does not reflect category changes from multisource to
single source and vice versa. However, the net gain that results from all additions, deletions and category
changes is reflected in the quarterly counts for multisource and single source products.

Drug Product Definition

For this report, a drug product is the representation in the Drug Product List of an active moiety (includes
molecular entity and its salts, esters and derivatives) either as a single entity or as a combination

product, proVided in a specific dosage form and strength for a given route of administration marketed by a
firm under a particular g'neric or trade name.

New Molecular Entity

The active moiety has not preViously been approved (either as the parent compound or as a salt, ester or
deriVative of the parent compound) in the United States for use in a drug product either as a single

ingredient or part of a combination. D

Drug Product Count

This report provides counts in seVeral categories from the list composed of domestically marketed drug
products approved for both safety and effectiveness under sections 505 and 507 of the Federal Food, Drug,
and Cosmetic Act. Counts of products still pending in the DESI review are not provided. Excluded also are
those approved drug products marketed by distributors; those marketed solely abroad; and products now
regarded as medical devices, biologics or foods. <
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APPROVED PRESCRIPTION DRUG PRODUCTS |
CUMULATIVE SUPPLEMENT NUMBER 9 / AUGUST

HYUROCHLORIDE (PAGE 3-1)
CAPSULES ORAL

IVESLABSANNO

SE!
ACETAMINOPHEN; BUTALBITAL (PAGE 3-1)
TABLET; ORAL
BUTALBITAL AND ACETAMINOPHEN

PHARMACAL 325MGASSOMGH
prtwitinos SUTALBITALA§ CAFFEINE (PAGE 3-1)

“APSULE; ORAL
DUTALDITALZ AOETAHINDPHENZ CAFFEINE

58 on GRAHAM LABS 3250Dp:50n8:donDpn
55.325mDp;SOND 40Py
ABD-DDDYDWDDYDYD-D DYDY
ESSEC-

Ag GILBERT LABORATORIES 325Da$;50D, 400N+
TABLET, ORAL

So GILEERT LABORATORIES SMBSOMSAONDyn
EIO}
5 \ANOO: PNARSSANOOZ 32508;50n8:40m8n

ub;
CODEINE PHOS 31)

TABLET; ORAL

ACETAMINOFHEN AND CCDEINE PHOSPHATE

DD ZENITH LABORATORIES 300HGAS60NG

AOETANINOPBEN N/ ccoEINE 82

55 LENNON D-DVDYiD VA8 151)4),.9

AOETANIROPHEN N/ DYADDyN,D,

55 LENNON D-DyD¥DY:D-D DVD‘ADpN1

DDD-DEDDEDDID—H DD-D NI CODENE A
Bwvavau, (@D Dyt

AAH-LAA%AYBA,

EQ 200!
DROGPRODUCT ST

/N’/\VA M\-
B

ACETAN!I\OPHEN HYOROCOOONE BITARTRATE (PAGE 3-2)

CAPSULE; ORAL

AOETANINOENEN ANO NYnRoconoNE BITARTRATE

55 CENTRAL PHARns soonDy:AnASn N 88898

TABLET: ORAL

ACETAHIHQA%HEN AND HYUROCODONAS%: BITARTRATE .

> DL /AN /\%«/\ NARAL PHA, RN/ /A%soA A tha” A% ¥ AdéanSil IN.AG775T/

> Aon 55 CENTRAL PHARas soonDy:ASEAS N 87757
HYDRGSODONE BTARTRATE W/ ACETAMINOFHEN

55 BARR LABORATORIES soonDy:Agen N

ACE] lANn\OPI\l—_NA" OxteOnONE N DROONLORIOE: (PAGE3-2)

TYLOX
MeNEIL PHARM S00D;8:508D; N 88790
TYLOX-325

D, NDDN,NGE PHARM 325MosSnsn N 88246
TABLET; ORAL

/AUA ATACACH

OoeET

55 HALSEY DRUs 32508,A8_n N 87463
ACETIc Aclul GLACIAL (PAGE 3-3)
SOLUTIONIOROPS; oTle

AOETIO Acro .

51 THAMES PHARIACAL Ai2n N 85638
DDID+DEID; ACIO2 GLACIAL; NYOROCORTISONE (PAGE 3-3)
SOLUTIONOEUFS: DTIC
NYnROceRTISeNE ANO AcETIc Aclu

51 THAMES PHARnACAL ggigen N 88759
AcvLOVIR (PAGE 3-4)

APSULE: ORAL

AOVIRAX

BURROUD:Hs NELLconE zvonen N 18528
ALBUTEROL SULFATE (PAGE 3-5)

SYRUP; ORAL

PROVENTIL

SCHERING
EQENG BASE/SML! N 18062



D'NND N'NE (D,D: 3-5) ANINOPNYLLINE (PAcE 3-6)

TABLET; ORAL INJECTABLE; INJECTION

PP N%.D°N,NE AMINOPHYLLINE

N* BOLAR PNARNACEUTICAL 100118- N 18241 > AOO > A_P SOLOPAK LABORATORIES 25118/11111 N 66429
_AB3001181: N 16241 > Ano > Ag 25n6/NLT: N 66749

AB CHELSEA LABORATORIES looMCn N 16765

N zoonsA» N 16765 TABLET; ORAL

g B°DY%P°N'Nf PNARNACAL looNCn N 18832 ANINOPNYLLINE

AB300119n N 1867? DYDY N,D DV:Nf /AA A A xAj/ N,. #SA;

D CORO LABORATORIES 200118 N 65261

ANOINOCILLIN (PAcE 3-6)

AHINOPHYLLINE; SODIUH CHLORIOE (PAGE 3-9)

INJECTABLE; INJECTION

COACTIN INJECTABLE; INJECTION

NOPFNAm-LA ROCHE 25ms/VIALn N 50565 ANIROPHYLLINE IN 5101011 CHLORIDE 0.452

500MG/VIAL! N 50565 A;E ABBOTT LABORATORIES 100MB/100MLA-450HG/100MLI N 88147

16M/VIAL! N 50565 AjE 200ML/100MLA—450MG/100HL! N 88147

AMINDPHYLLINE IN SODIUH CHLORIDE 0.452 IH PLASTIC CONTAINER

Al ABBOTT LABORATORIES 100MG/100MLA-450MG/100MLH N 18924

AHIKACIN SULFATE (PAcE 3-6) A2 200MG/100HLS450NG/100ML! N 18924

QOOHG/IDOHLA-QSOMG/IOOMLIN 18924

a€eND N www" ' NN, D%NeDYy:" 11836 D4€6523€N. .. D/4DDDPDPDD§PDPPDD§PAE DPP'P™D" N mad€ee

AMIKIN . . 1-

L L

BRISTOL LABS/B-n EO 50118 BASE/Nu: N 62562 /A, BBA“AAALA, BA“RAARAA%0S//SAYTiA%0/iA,,-dA®' 1. A4SAYSNG/A™ A, AVrli/ /NFAYAYA™A, Ay

EO 250118 BASE/Nu: N 62562 463D / N, 6614a€

3€7D- 3651 365365, 1 -riA E Avrl- [[111 46§ _

/APIITIOPTIYIIL'INE 4€°0122 'IN '5 didi 'dx LORIO! '6145 2/

AININO ACIgS (PACE 3-6) /gg/ 718111513€",DYiD DY:D PYiNfDV:D°DYs A~ PD-Dee! dridhAdA, A%A; BYDY:D D»

INJECTABLE; INJECTION

BRANCHAHIN 4Z AMITRIPTYLINE HYDROCHLORIDE (PAGE 3-10)

TRAVENOL LABS 4211 N 16676

BRANCNANIN 42 IN PLASTIC CONTAINER TABLET; ORAL

N,D°PY%/21101. LABS 4211 N 16664 ANITRIPTYLINE NCL

P¢D+De/DP—Pe. 102 wo ELECTROLTTES IN PLASTIC CONTAINER BP AN THERAPEUTICS 2511811 N 66672

N,D°PY/51101. LABS 10211 N 18931 BP 5011811 N 66673

N,p°PY%BD-N. 5.52 PY%/D% ELECTROLYTES IN PLASTIC CONTAINER BP 7511811 N 66674

N,D°P"/51101. LABS 5.521: N 16931 BP Iconen N 66675

N,P°PY/11501. 8.52 N"P% ELECTROLYTES IN PLASTIC CONTAINER BP PAR PHARMACEUTICAL 1011811 N 66697

TRAVENoL LABS 6.5m N 16931 BP 2511811 N 66696

BP 5011811 N 66699

BP 7511811 N 6.6700

ANINO ACIDS; OEXTROSE (PACE 3-71 BP 10011811 N 66701

/A A/ fsxmw #mamma/133@ /11'A° A%0A f A%oA%0

INJECTABLE; INJECTION 4€3 a€5 4€5 ,u 463

AMINOSYN 3.52 w OEXTROSE 52 IN PLASTIC CONTAINER /BP/ /A A,,|A®A /N'OAYAYdA;/

ABBOTT LABORATORIES 3.52;55wlooNL N 19120 /BA+/ [56119]/ /NFAYA i

ANINOSYN 3.52 w/ OEXTROSE 252 IN PLASTIC CONTAINER /BP/ /_]SylgA‘A,,/ /NfddAYdA©/

ABBOTT LABORATORIES 3.525256N/IoONL N 19116 /BA+ P»D DDV:NfN,] /INFAA*A LA, j/

ANINOSYN 4.252 N/ OEXTROSE 252 IN PLASTIC CONTAINER /BA+/ /A" idA,, 4€57 3€7188888!

ABBOTT LABORATORIES 4.252125811/100111. N 19119 A_B SIONAK LABORATORIES 1011811 N 88883

_A_B2511811 N 66664

Nt 5011811 N 66665

A(B 7511811 N 66666

011118 PRMLIIT LIST | CWLATIVE SUPPLEMENT MER 9 A N'Bub D-N, '84 A HAY '85 2
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FROROXYPIENE CONPOUND i

BROROXPIENE HCL N1 ASHRIN AND CAFEINE
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NETROOARBANOL 675 A, AR AN
NETNOOARBANOL AN ASFRIN
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ERVTHROMNCIN (PAGE 321
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DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT MURMBER 9 / AUGUST "84 - MAY '85 7

CEFOXTTIN SODIUM; SODTUM CHLORIDE (PAGE 3=33) CHLOROTHIAZIDE (PAGE 3=38)
INJECTABLE; INJECTION TABLET; ORAL
MEFOXTM IN SODTUM CHLORIDE 0.9% IN PLASTIC CONTAINER
MSAD/MERCK. EQ 20MS BASE/ML; 9M6/MLN N 50581 > _ADD > AB @ DRUITIER/PHOENIX 25016 N 85485
EQ 40MG BASE/ML; 9MG/MLK N 50581

(PAGE 3-40)

CEFTIZOXINE SODIUM; DEXTROSE (PAGE 3-33)

INJECTABLE; INJECTION

ESEF LADORATORIES  EG 2076 BASEMLisURGMX N 50589 I TG RS W

CONCENTRATE; ORAL

EQ 40M5 BASE/ML;50M6/HLR N 50589 CHLORPROMAZINE HCL INVENSOL
AA ROXANE LABORATORIES 3OME/ML N 88157
AL 100Mc/ML N 88158
CEFTRIAXONE SODIUM (PAGE 3-33)
TABLET; ORAL
THJECTABLE; TNJECTION CHLORPROMAZINE HCL
ROCEPHIN BP  CORD LABORATORIES  10M6
HOFFMANN-LA ROCHE  EQ 250MG BASE/VIALX N 50585 BP 25M6
EQ 250MC BASE/VIALM N 62510 BP 50M6
EQ 500ME BASE/VIALX N 50585 100M6
EQ 500MG BASE/VIALXN N 62510 20016
. EQ 16H BASE/VIALN N 50585
EQ 16M BASE/VIALM N 62510 F/ %ﬁfmﬁj I
EQ 26M BASE/VIALX N 50585 A
EQ 106M BASE/VIALN N 50585 %/ /|
CELLULOSE SODOTUM PHOSPHATE (PAGE 3-34)
POWDER; ORAL CHLORPROPAMIDE (PAGE 3-42)
CALCIBIND
MISSION PHARMACAL  3006M/BOTX N 18757 TABLET; ORAL
AILURPFROPAMAL
AB BARR LABORATORIES  10QMGW N 88812
CEPHALOTHIN SODTUM (PAGE 3-34) AB 250M6n N 88813
AB CHELSEA LABORATORIES 100MGW N 86865
INJECTABLE; INJECTION AB COLMED LABORATORIES 100MSn M 88708
>_ADD > SEPHALOYHIH AR 250HGn H 88709
>_ADD > AP INTL MEDICATION SYS E@ 16M BASE/VIALE N 62426 AB CORD LABORATORIES  J00HG® N 8ares
>_ADD > AP . ES 26M BASE/VIAL® N 62426 AB 2sotew N 88726
>_ADD > AP 5 E@ 46M BASE/VIALR N 62426 AB DANBURY PHARMACAL  100MEW N 88852
>_ADD > EQ 500MG BASE/VIALN N 626426 AB 250MGN N 88826
AB DURAMED PHARMS 100164 N 88718
; AR 250HGR N 88919
CHLORDIAZEPOXIDE HYDROCHLORIDE (PAEE 3-37) AB LEMMON 100MGH N 83768
AB SIDMAK LABORATORIES 100M6® N 88921
CAPSULE; ORAL AB 250H6n N- B892
. AB SUPERPHARM 100MGN N 83694
AB LEFHON BHER N 88705 AB 250HGn N 885695
AR lﬁl N 88706 AB ZENITH LABORATORIES 100MGH N 88840
AB N 83707 BLUCANTDE
AB SUPERPHARM N 88987 AB LEMMON g 250MER N 885661
AB u umo
AB

““‘Go gle "o
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 9 / AUGUST '84 - HAY '85 9

CROMOLYN SODIUM (PAGE 3-48)
SOLUTION/DROPS; OPHTHALMIC
OPTICROM
FISONS a7
CYCLOPHOSPHAMIDE (PAGE 3-50)
ITNJECTABLE; INJECTION

EYTOXAN
;% TTREAD, IpiSoVE Y 5 Md}\fﬂ..
! /
1281 ;
AP BRISTOL LABS/B-M  100MG/VIAL
AR 200HG/VIAL
AP 500HG/VIAL
ap 1GH/VIAL
2BM/VIAL

TA.BLET . mA'L

CIREAS SHEY ;.‘-

BRISTOL LABS/B=M
SHHG

CYPROHEPTADIME HYDROCHLORIDE (PAGE 3=51)

TABLET; ORAL

CYPROHEPTADTHE HCL
AR AN THERAPEUTICS SMGx

DESERPIDINE; METHYCLOTHIAZIOE (PAGE 3-52)

TABLET; ORAL
ENDURDNYL
BP ABBOTT LABORATORIES 0.250%6i5M6
ENDURONYL FORTE
ep ABBOTT LABORATORIES 0.5MG;5M6
METHYCLOTHIAZIDE AND DESERPIDINE
BP BOLAR PNARNACEIJTICAL 0. 251G ;5MEN
BP 0.5MG; SHGH

DESONIDE (PAGE 3-53)
CREAM; TOPICAL
E!

DESOHEN
AB  OMEN LABS/DERM PRODS 0057
TRIDESTLOH

AB HILES PHARMS/MILES 0.057 G

qle

N 18155

N 12142
N 12142
N 12142

‘1214,
%571
N 12161
N 12141

N 88798

N 12775
N 12775

N 88486
N 88452

N 15048
N 17010

DESOXTHETASONE (PASE 3-53)
OINTHMENT; TOPICAL

TOPICORT
HOECHST=ROUSSEL 0.05n H 185%

DEXAMETHASONE (PAGE 3-53)
I ¢Hﬁiﬂ’ 1epAcAL/
/)ﬁ‘#ﬂ %#MW /8-86%f TN 13364/

(PAGE 3-55)

OINTMENT; OPHTHALMIC

DEXACIDIN
AT COOPERVISION PHARMS ©0,143EQ 3.5ME BASE/GHM;
0;0 ITS/! N 62566
SUSPENSION/DROPS; OPHTHALMIC
DEXARIDIN
AT COOPERVISION PHARMS 0.1%;EQ 3.5M6 BASE/ML;

10,000 UNITS/MLM H 62544

DEXAMETHASONE SODIUM PHOSPHATE (PAGE 3-55)
SOLUTION/DROPS; OPHTHALMIC
DEXAMETHASOME SODIUM PHOSFHATE
AT CARTER-GLOGAU LABS EQ 0.1% PHOSPHATEM H 88771
DEXAMETHASONE SODIUM PHOSPHATE; NEGHMYCIN SULFATE (PAGE 3-56)
SOLUTION/DROPS; OPHTHALMIC

HEGDECATRON
AT MSDAIERCK £8 0.1 PHOSPHATE;
ES _3.5MG BASE/ML H 50322
SULFATE-D! RS o T
AT PHARMAFAIR £Q 0.1z PHOSFHATE;
H 62539
1ineigtrel ANAR384/
(PAGE 3-56)
TABLET; ORAL ‘
- DEXTROAMFHETAMINE. SULFATE
>_ADD > AA @ VITARINE/PHOENIR U1 Eris N 85985
S>_ADD > AL 3 b N 85892
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DRUG RODLCT LIST / CONULATIVE

CHLORID ASTIC CONTAINER ©

R

THEORAVLLINE AND DEXTROSE 52 IN PLASTIC CONTAINER
TTREAOL LA SO o o, 16
i A

om0 mAm( contaner
e o
TNOMNELINE VS D DRI 1 1 e coumane

DAIDD' 1105 SOM 0N AT 400MGHONL N 10212
DnzoT: NEGLUI 0.6

K AP 4EDDARRD 46 TAD, RAERS
Ja AR R R,

2 NINTHRORBREONSTERL 4§22 X 16403
PR s et . 5500
NN e ST

B

0 5. @ AL TavIRAS
2 NiRORBREOVSTERL s02
IRBAGE

ARRPRAA A AT SARRAAATA.
DICYCLOMINE RYDROCHLORIDE (PAGE 366
AL Al

SRR povonox cunm oot
NERRELL bODON Cis vt
DIETIVLFRORON I DROCHL ORIDE (PAGE 365

DIBNBROERGOT AMINE MESVLATE: HEPARIN SODIUA LIDOCAINE
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DRUG PRODUCT LIST / CUMULATIVE
SUPPLEMENT NUMBER 9 / AUGUST 84 A MAY 4€'85 13
ERYTHROMYCIN (PAGE 3-73)

OINTMENT; TOPICAL

AKNE-MYCIN

HERMAL PHARM LABS 22N

SOLUTION; TOPICAL

SANSAC

51 ONEN LABS/DERM PRODS 22!

SNAB; TOPICAL

ERYCETTE

ORTHO PHARMACEUTICAL D°N...D,
ERYTHROMYCIN ETHYLSUCCINATE (PAGE 3-74)
SUSPENSION; ORAL

ERYTHROMYOIN ETHYLSUCCIHATE
PHARMAFAIR EQ 200MG BASE/SML!

EQ QOOMG BASE/SMLH

1AnlA

ERYTHROMYCIN LACTOBIONATE (PAGE 3-75)
INJECTABLE; INJECTION

ERYTHRCMYCIN

ELKINS-SINNAHROBINS EQ 500MG BASE/VIALE
EQIGM BASE/VIALN

ERYTHROMYCIN LACTOBIONATE

ABBOTT LABORATORIES EQ 500MG BASE/VIAL
EQ 16M BASE/VIAL

1A01An

TAclA«

ESTROGENSZ CONJUGATED (PAGE 3-76)

TABLET; ORAL

CONJUGATED ESTROGENS

BS ZENITH LABORATORIES 039! .
ETHINYL ESTRADIOL; ETHYNODIOL DIACETATE (PAGE 3A78)
TABLET; ORAL21

A AA AYIAA,/

DEMULEN 1/50-21

TABLET; ORAL-28

/ASENULA%NA%0A%0A%0/

DEMULEN 1/50-28

50584

62522

50594

62559

62558

62563

62563

50182

50182

88569

ETHINYL ESTRADIOLE LEVONORGESTREL (PAGE 3-78)
TABLET; ORAL-21

TRIPHASILZI

NYETH LABS/AMHO 0.03MG,0.04MG:0.03MG;
0.05MG,0.075MG,0.125MG! N 19192

TABLET; ORAL28

TRIPHASIL 28 .
NYETH LABS/AMHO 0.03MG,0.04MGA»0.03MG;
0.05DYADpaEs0.075DY:DpaEs0. 125DYDRD, N 1919

0
ETHINYL ESTRAOIOL; NORETHINORONE AcETATE (PAGE 3-79)
TABLET; ORALA®Z
/LA, ASA"RA N.ia€z5/AVA,/

LOESTRIN 21 1.5/30

ETIDRONATE OTSOOIUM iPAGE 3-81)

TABLET; ORAL

OIORONEL

NORNIOH EATON/Pas 400MB: N 17831

FENTANYL cITRATE (PAGE 3-81)

INJECTABLE; INJECTION

FENTANYL OITRATE

Ag ABBOTT LABORATORIES Eg 0.05nG BASE/nLn N 19115

ELQEIA'QLIQE 4 PAGE 3-821

AEROSOL; INHALATION

BRONALIDE

SYNTEX LABS/SYNTEX 0.025MG/INHB N 18340

FLUOCINOLONE ACETONIDE (PAGE 3-82)

CREAM; TOPICAL

FLUOCIHOLONE ACETONIDE

A; BAY LABORATORIES 0.01xn N 88757

A10.0252D, N 88756

A1 PHARNAFAIR 0.01D N N 88499

A10.0252D; N 88506

tLuoNro

N D-D°PDDDDD¢ # AR ACACAARA¢A«A-AcA«A Ta€@sTa€ /A AR A%eAnA-ARA®R/
i S0

JAFAA 1t£252/ /A AYAYAAY A/
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DRUG PRODUCT LIST/ CUMULATIVE SUPPLEMENT NJMBER 9 / AUGUST 4€°84 - MAY €85 15
NEPARIN SoOlun (PA¢E 3-91) NOnATROPINE nBTN'YLBROnIOE; NYORocOOoNE BITAgTRATg (PAcE 3-95)
INJECTABLE; INJECTABLE SYRUP; ORAL

PYNN,D P’ LOOK FLUSN >OLT>/NYOROOOUONE/

Ag LTPNOREO 100 UNITS/MLU N 17651 > 100 > N'YUR00000N: connoUNo

Ag SOLOPAK LABORATORIES 10 UNITS/NLA N 88457

Ag 10 UNITS/nLn N 88580

Ag 100 UNITS/nLn N 88581 HYORALAZINE HYDROCHLORIDE (PASE 3-95)

B

/AjAc/ ELKINS-SINN/AHROBINS/20iA2dA* A°A, A+ A« AclA, Avil /A“fjA, AY As/ TABLET, ORAL

///d B "'UMTS/ni/ N/igiij/ N,D DY:D BYD° NcL

/Aj 6.1 114€7, nL/ /N'A” A=A, AYj/ A A AMIDE PHARMACEUTICAL DyN%By: n 88560

AA Benen N 88649

AAAScOTHOSP PNARnS 25nen N 88310

HEPARIN SODIUM; SODIUM CHLORIDE (PAGE 3-93) M A§OMGII N 88311

AA BARR LABORATORIES Ionen N 88728

INJECTABLE; INJECTION AA Ioonen N 88729

NERARIN SOolUn 10,000 UNITS IN SOOIUn cNLORIOE 0.92 AA cAnALL Tonen N 88846

ABBOTT LABORATORIES 10,000 UNITS/IoonL; AA 4€™ 25nen N 88847

900ne/ToonLn N 18911 AA sonen N 88848

NEPARIN D-D%DV:N ,b,D° 10,000 UNITS IN SoolUn cNLoRIoE 0.852 AA Ioonen N 88849

Ag ABBOTT LABORATORIES 10,000 UNITS/IoonL; > 100 > AA 8 ORUnER/PNOENIx gsne N 86088
450ne/100nLn N 18911 AA SUPERPN ARn Ionen N 88787

NERARIN Soorun 12,500 UNITS IN SBBIUN OnLoRInE 0.92 AA gsnBn N 88788

AgABBOTT LABORATORIES 5,000 UNITS/IoonL; AA Bonen N 88789

ooone/loonLn N 18911

NEPARIN Soolun 25,000 UNITS IN ND;D¥%N...D°Pee cNLoRIoE 0.92

P, ABBOTT LABORATORIES 5,000 UNITS/100ML; ETDROCHLOROTHIAZIDg (PAGE 3-96)
900MG/100MU! N 18911

NEPARIN SoolUn 5000 UNITS IN SODIUM cNLoRIuE 0.452 TABLET; ORAL

A_P ABBOTT LABORATORIES 100 B,P%IN,$/N, :4.5DViDwbY.D, N 18911 HYDROCHLOROTHIAZIDE
AB LEmON gsnen N 88924

AB 50nen N 88923

NEPARIN SOolUn; SoOIUn cNLoRIOE A IN PLASTIC (PAcE 3-931 AB SPERPNARn 25nen N 88827
AB sonen N 88828

INJECTABLE; INJECTION AB Iconen N 88829

NEPARIN D-D¥D":N,D¥Dce 1000 UNITS IN SoolUn ONLORIUE 0.92

Ag AnnceA8/An HOSP 200 UNITS/IoonL;900ne/loonLn N 19042

NEPARIN s001Un 2000 UNITS IN SoBIUn cNLoRIoE 0.92 HYnROONLOROTHIAZIOE; nETORROLOL TARTRATE (PASE 3-981
Ag AnnceAN/An HOSP 200 UNITS/IoonL;900ne/IoonLn N 19042

NERARIN S00IUn 25000 UNITS IN SoolUn cNLoRIoE 0.92 TABLET; ORAL

52 AM MCGAN/AM HOSP 5,000 UNITS/100ML; LOPRESSOR HCT 100/25

52 9oone/loonLxzN 19135 GEIGY/CIBA-GEIGY 25MGA§100I$1 N 18303

HEPARIN SODIUM 5000 UNITS IN SODIUM CHLORIDE 0.92 LOPRESSOR HCT 100/50

P ABBOTT LABORATORIES 1,000 UNITS/loonL;900ne/loonl. N 18916 GEIGY/CIBA-GEIGY 50MG$100MGA¥1 N 18303
.A_P AM HOGAN/AM HOSP 1,000 UNITS/100ML; LOPRESSOR HCT 50/25

9oone/ToonLn N 19042 eEleY/cIBA-eEleY 25ne;50nex N 18303

NEXAcNLOROPNENE (PASE 3-94) NYOROcNLOR0TNIAZIOE; PROPRANOLOL HYDROCHLORIDE (PAeE 3-98)
EnULSION; TOPICAL TABLET; ORAL

N,DN,b-b+N.... DYDD™DD®D D} 4€3 4€5 463

N+ N..N,N,p°N'N, LABS ¥ N 19055 /AYERSI LABS/Amin! N"N,D°P":B; N« N, 4€51151531!
N"N,D°DPVD N« DV 1:4031/
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DRUG PRODLCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 | AUGLST 4 - WAY 5 17

1D1D DYODIND- HYDROQHLQRIDE (PAGE 3-107)
TABLET: 0RAL
Mg s A0

Ko skar Lanonaronis Loto
B

AB PAR PUARNACEUTICAL 075 DS

AB PARKE-DAVISH.L 2500581

B DBy

INDOMETHACIN SODIUM TRIVDRATE (PAGE 3.108
UECTABLE: NFCTION

NSADIMERCK £Q 16 BASE viAL
oo SO V1 Tk 1-10m

NEBLARSICS e
NINTHER A% LABS SAERLSAALAAY)
RGO NALATION

RS ACNLATISSANS RLAK e AN

IRCTARLE: DOECTION
Lol
LR NORBETIN N ACANE HyDRoCHLORIDE (1AGE 3110)
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 9 ¢ AUGUST '84 - MAY '8

HETHYCLOTHIAZIDE (PAGE 3-129)
TABLET; ORAL

AB CHELSEA LABORATORIES 2.5MCX
AB SHGK
AB COLMED LABORATORIES 5tick

HMETHYLDOPA (PAGE 3-130)
TABLET; ORAL
10!

HETHYLDOPA
AB MYLAN PHARMS g5otiGu
2B 500HEx
HETHYLPREDNISOLONE SODTUM TNATE (PAGE 3-131)
INJECTABLE; IMJECTION
SOLU-MEDROL
UPJOHN EQ 26M BASE/VIALK

HMETRONIDAZOLE (PAGE 3-133)
INJECTABLE; IMNJECTION

METRCHTDAZOLE

AP INTL MEDICATION SYS 500MG/100HLN

AP LYPHOMED E00HE/100HLM
METRYL IV

AP LEMMON 500H6/100MLN

TABLET; ORAL

AB HALSEY DRUG 250M6%

AB PAR PHARMACEUTICAL  250HE®

AB S00MGX

28 SIDMAK LABORATORIES 250G

AB 500MG%

28 SUPERPHARH 250H8x

48 EoonGn
METRYL

48 LEMMON 250Mex
METRYL 500

4AB LEHMON 500MGR
SATRIO

AB SAVAGE LABS/ALTAMA  250MG®

MICONAZOLE NITRATE (PAGE 3-134)

SUPPOSITORY; VAGINAL
MONISTAT 3
ORTHO PHARMACEUTICAL 200MGH

Google

N 88750
N 88724
N 88745

N 70075
N 70076

N 11856

N 70004
N 70071

N 70042

70021
70040
70039
70027
70033
70008
70009

70035
TO04%

Z T T ZZZZTZZZ

T0029

MORPHINE SULFATE (PAGE 3-135)
INJECTABLE; IMJECTION

DURAHMORPH PF
ELKINS-SINN/AHROBINS 0.5MC/MLX
IMs ML

NAFCILLIN SODTUM (PAGE 3-135)
INJECTABLE; INJECTION
BapoIL,
Ae BRISTOL LABS/B-M EQ_106M BASE/VIALN

HALLPEN
AR BEECHAM LABS/BEECHAM EQ 106H BASE/VIAL

HALBUPHINE HYDROCHLORTDE (PAGE 3-136)

INJECTABLE; INJECTION
NUBAIN
DUPONT PHARMS/DUPONT 20MG/HLR

NALTREXONE HYDROCHLORIDE (PAGE 3-136)

TABLET; ORAL
TREXAN
DUPONT PHARMS/DUPONT 50MGH

IN SULFATES ATE (PAGE 3-137)

SOLUTION/DROPS: OPHTHALMIC
STATROL i
ALCON LABORATORIES EQ 3.5MG BASE/ML;
16,250 UNLTS/MLx

© MNOMIFENSINE MALEATE (PAGE 3-140)

CAPSULE: ORAL

MERITAL
HOECHST-ROUSSEL 25M6m
S0MGN
MNOREPINEPHRINE BITARTRATE (PAGE 3-140)

INJECTABLE; INJECTION

LEVOPHED
FEREPN, LABS/SYERLENG/ [ IME, BASE/NL/
HINTHROP-BREON/ST!

ERL EQ 1MG BASE/ML

19

N 18565
N 18565

N 62527
N 61999

N 18024

H 18932

N 62339

N 18224
N 18224

MsFstyf
N 07513
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DRUG PRODUCT LIST/ CUMULATIVE
'SUPPLEMENT NUMBER 9 / AUGUST "84 A MAY '85 21

z
e

b JENTERMINE HYDROCHLORIDE PAGE -151)
TABLET,

PHFN’\'FRM]NF HCL

D DRUMMERPHOENIX

YENTTANCOUN

b
PHENY LEPHRINE HYOROCH LORIDE;
(PAGE 3-153)

PROMETHAZINE HYDROCHLORIDE

PROMETH VO PLAIN

PHENYTOIN SODIUM; EXTENDED (PAGE 3-153)

CAPSULE; ORAL
DILANTIN
ABPARKE-DAVISN-L 100MG
EXTENDED PHENYTOIN SOI
LAR| UTICAL I
PILOCARPINE HYDROCHLORIDE (PAGE 3-154)
GEL; OPH
PILOPINE HS
ES4Z
PINDOLOL (PAGE 3-154)
‘TABLET; ORAL
ISKEN
SANOOzPNARISSANOOZ1S

POLYETHYLENE GLYCQL Srporassiom CHLORIDE; SODIQM
'BICARBONATEE SODIUM CPLORIDE; SODIUM SULFATE (PAGE 3-155)
PONDER FOR RECONSTITUTION; O]

N 86453 COLYTE

86456 EOLAN PRERARATIONS 120en/P ACKET;1 49enPACKET;
3P—D-D'D/D DD;PD+D¢2920PwD PDIPID-De:
1136enPACKETAN

227.1enPACKET2 82enPACKET;

S36aPACKETS SILWA(KET

21.5enPACKET;

Zwen/PA(KEI'447=r|/PAG(ET

10.08enPACKET:S.76en PACKET;

N 08604 34 0880 PACKETU N

NEST61

POTASSIUn CHLORIOE (PAGE 3-156)

N 8897

INJECTABLE; INJECTION

POTASSIUN cNLoRI: I PLASTIC CONTAINER

Ag INVENEX LABSLIFE 2nEghln

Ag 2nEQiLn N
N 89003 POTASSIUn CLAVULANATE; TICARCILLIN OISOOIun (PAeE 3-158)
N 88519
NS520 INJECTABLE INJECTION
N 88521 TINENTIN
{An LABSBEECNAn EQ loone ACID'VIAL;

EQBen BASEMIALRN
EQ 200ne ACIDVIAL;

Den BASEVIALn N
N 84349 PREONISOLONE (PACE3-159)
N 88711 TABLET; ORAL
PREONISOLONE
Bx SUPERPHARM snen N
PREDNISOLONE ACETATE! SULFACETAMIDE SODIIM (PAGE -160)
N 18796 OINTRENT: OPNTNALnIC
PREUSULFAIR
Al PNARIAEAIR 052 gA; N
'VASocInIN
/Al COOPERVISION PHARIS QABA:L_ZIN

[y AVA Y PREONISONE P AE 161

PREDNISONE
ROXANE LABORATORIES DD ¥D/D-D YD NN
PREONISONE INTENSOL N

ROXANE LABORATORIES DD, DN N
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DRUG PRODUCT LIST/ CUMULATIVE SUPPLEMENT NUMBER 9/ AUGUST ‘84 A MAY '85 23
QUINIDINE SULFATE (PAGE 3-170)

ABSUPERPHARM 200MG!
RANITIOINE HYDROCHLORIDE (PAGE 3-171)
INJECTABLE; INJECTION

ZANTAC

‘GLAXO EQ 25MG BASEML!

RAUNOLFIA SERPENTINA (PAGE 3-171)
TABLET; ORAL

RAUVERIO

BP FOREST LABORATORIES sons.

155/ /A NAYA, L-TA“NA%SAAA%A A A ARYSAA 5/
NOLEINA

BP FOREST LABORATORIES D-D YD
D»DD//AAAA' 4D DYDP P*3€ D% i€ NR,DDY
/BA/L 'L D» NGN'N,

RESERPINE (PAGE 3-172)

TABLET; ORAL

RESERPINE

BP LEMMON 0.IMGH

BP 0.25MGn

RITODRINE HYDROCHLORIDE (PAGE 3-173)
INJECTABLE; INJECTION

RITOORINENOL

€D LA/ ARAACIAAY

'YUTOP:

/A, P/ ASTRA PNARn PRODS lone/nl.

Isneinln

TABLET; ORAL
/RITOBRINA%/NCL/

/i LI5S/

17
AgfAAASS!
N§9020

SAFFLONER OIL; SOYBEAN OIL (PAGE 3-174)
INJECTABLE; INJECTION

LIPOSYN 11 10X

ABBOTT LABORATORIES 52:57n N 18997
LIPOSYN 11202

ABBOTT LABORATORIES 102;1021 N 15991
'SCOPOLAMINE (PAGE 3-174)

FILM, CONTROLLED RELEASE; PERCUTANEOUS

CIBACIBA-eEleY 1.5ne N 17874

> ADD> AA D VITARINEPHOENIX 100MG N 86273
SOOIUM CHLORIOE (PASE 3-1761
INJECTABLE; INJECTION
'BAOTERIOSTATIC SODIUM CHLORIDE 0.92 IN PLASTIC CONTAINER
ABBOTT LABORATORIES 9nD /ML N 18500
Ag INVENEX LABSLIFE Sne/nl.n N 88909
AgonenLnN
SOUIUn CNLORIOE IN PLASTIC CONTAINER 465
AA% A~ DD® PL/N.I7SSS/
SOOIUR CNLORIOE 0.92 IN PLASTIC CONTAINER
{OSP 900ne/1000L N 17464

P INVENEX LABSLIFE 9ne/nln N 88912
SLUSH; IRRIGATION
> ABB > SOOIUn CHLORIOE 0.92 IN STERILE PLASTIC CONTAINER
> ADD> TRAVENOL LABS900NG/I00NLH N 19519
SOOIUN LACTATE (PAGE 3-178)
INJECTABLE; INJECTION
‘SODIUM LACTATE IN PLASTIC CONTAINER

XTORIES SMEQMLI N 18947
‘SODIUM NITROPRUSSIDE (PAGE 3-178)

INJECTABLE; INJECTION

SODIUMNITROPRUSSIOE
ABLYPHONED sone/VIAL! N 70031



>
>
SODIIM POLYSTYRENE SULFONATE (PASE 3-179) D—D)D| i€ DDaD-D¢DDZD¥DD"D—D-D+; TRIMETHOPRIM (PAGE 3-183)
PONOER; ORAL, RECTAL TABLET; ORAL
KAYEXALATE > AOO > OOTRIM
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TECHNETIUM TC 99N HSA
SULFACETANIOE SODIUM (PAGE 3A191) MEDI-PHYSICS N/A
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AOO > AT PHARHAEAIR lozn N 99947
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ADDENDUM D: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION
On September 24, 1984, the President signed into law the Drug Price
Competition and Patent Term Restoration Act of 1984. The Act amends section
505 of the Federal Food, Drug and Cosmetic Act, authorizing the Agency to
accept abbreviated new drug applications for most previously approved drug
products. This new legislation also provides for extending the term of a

patent which claims a product, use, or method of manufacture that was subject
to a regulatory review period in accordance with the Act.

The statute requires that FDA make publicly available a list of approved drug
products containing the following information:

1) an alphabetical list of all drugs by official and proprietary name

approved for safety and effectiveness, with monthly updates;

2) the application number and approval date for each drug product

approved from January 1, 1982; and

3) whether in vitro and/or in vivo bioequivalence studies are required

for ANDA approval.

The A roved Prescri tion Dru Products with Therapeutic Eguivalence

Evalua Tons, STH A"AriA«ion, DPA™ A«andDits monthly supplements will be used to
saTisTy fA+is new requirement.

In addition, the APDP will identify drugs which qualify under the new statute
for periods of exclusivity (during which ANDAS and paper NDAs for those drugs
may not be submitted or made effective as identified below) and will provide
information on the current patent status of the listed drugs. Exclusivity

prevents the filing and/or approval of ANDAS or paper NDAs. It does not
prevent the filing or approval of a second full NDA. Applications qualifying

for periods of exclusivity are:

(1) A new drug application approved between January 1, 1982,

and September 24, 1984, for a drug product all active

ingredients (including any ester or salt of the active

ingredient) of which had never been approved in any other

application. Approval of an ANDA or paper NDA for the same

drug may not be made effective for a period of ten years

from the date of tA+e approval of the original aOOTication.
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A new drug application approved after September 24, 1984,
for a drug product all active ingredients (including any

ester or salt of the active ingredient) of which had never
been approved in any other new drug application.
Generally, no subsequent ANDA or paper NDA for the same
drug may be submitted for a period of five years from the
date of approval of the original application, except that

such an application may be submitted after four years if it
contains a certification that a patent claiming t e rug is
invalid or will not be infringed by the product for which
approval is sought.

A new drug application approved after September 24, 1984,
for a drug product involving an active ingredient

(or any ester or salt of that active ingredient) that has

been approved in an earlier new drug application and which
includes reports of new clinical investigations (other than
bioavailability studies). Such investigations must have

been conducted or sponsored by the applicant or for which
the applicant had a right of reference, and the

investigations must have been essential to approval of the
application. If these requirements are met, the approval

of a subsequent ANDA or paper NDA may not be made effective
for the same drug before the expiration of three years from
the date of approval of the original applicatio .

A supplement to a new drug application approved after
September 24, 1984, which contains reports of new clinical
investigations (other than bioavailability studies)

essential to the approval of the supplement and conducted
or sponsored by the applicant or to which the applicant had
a right of reference. The approval of a subsequent
application for a change approved in the supplement may not
be made effective for three years from the date of approval-
of the original supplement.

A new drug application (or supplement to a new drug
application) approved during the period from

January 1, 1982, to September 24, 1984, which includes an
active ingredient (including any ester or salt of the

active ingredient) that has been approved in another
application. The approval of a subsequent application for
the drug or a significant change made in a supplement may
not be made effective for twg years from September 24, 1984.



The Act required approved new drug applications to be supplemented with the
required patent information by October 24, 1984. Patent information must now
be filed with all newly submitted drug applications, and no NDA may be
approved after September 24, 1984, without the pertinent patent information.

T e patent numbers and the expiration dates of any appropriate product or use
patent on a marketed drug that is the subject of an approved NDA will be
published in the APDP. Patent information on unapproved applications or on
patents beyond the scope (i.e., process or manufacturing) of the Act will not

e published.

The following explains how the APDP implements this.

Antibiotics, Insulin and Biologicals

Title I of the Act has been interpreted by the Agency not to include products
approved under sections 506 or 507 of the Federal Food, Drug and Cosmetic Act
(antibiotic and insulin products). Because of this, (1) antibiotic and

insulin products are not considered eligible for exclusivity protection, (2)
holders of approved applications for insulin and antibiotic products need not
submit the patent information as required of NDA application holders, and (3)
Antibiotic Form 6 sponsors are not required to provide the patent

certification statement which must be included in ANDAS.

However, Title II, the patent term restoration portion of the Act,

specifically addresses antibiotic, non-antibiotic, and human biological
products (as those terms are used in the Federal Food, Drug and Cosmetic and
Public Health Service Acts) in its provisions.

Bioavailability/Bioequivalence Requirements

The therapeutic equivalence evaluation codes in the APDP will enable firms to
determine whether in vitro and/or in vivo bioavailability/bioequivalence study
data must be incluAA«d with their ANDA suBmissions.

Currently, drugs approved prior to 1962 fall into three major biopharmaceutic
classes: (1) those which pose an actual or potential bioequivalence problem,
and for which demonstration of bioequivalence through in vivo testing and
acceptable dissolution performance is necessary; (2) tHOsA«-WAx=ich pose an
actual or potential bioequivalence problem but for which an ig vivo study may
be waived if acceptable dissolution performance is demonstrated (tAze list of
such drugs is provided under TABLE I); and (3) those which pose no actual or
potential bioequivalence problem and for which the only biopharmaceutic
requirement is demonstration of acceptable dissolution for solid oral dosage
forms.

All firms submitting an abbreviated new drug application for a single source
drug product or a drug product which was first approved after 1962 will be
required to demonstrate in vivo bioequivalence or else submit information
sufficient to permit the-Agency to waive demonstration of in vivo
bioequivalence. Manufacturers of drug products formulatedTTn Hosage forms
which do not present bioequivalence problems, such as an intravenous solution,
may request that the jg vivo bioequivalence requirement be waived.

AA3
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Before the passage of the Drug Price Competition and Patent Term Restoration
Act, the Agency approved various drugs with bioavailability/bioequivalence
problems and deferred the in vivo testing requirement for a number of

reasons. The new law requA~A™ es information to show that the proposed ANDA drug
product is bioequi Valent to the listed drug. Therefore, new applications for

drugs such as amitriptyline hydrochloride which formerly may have been
approved without an in vivo study now require an in vivo study as a condition

for approval under thA« new Act.

Topicals

Dln the absence of contrary data, FDA regarded all pharmaceutically equivalent
topical products of reA1962 (DESI) drugs to be therapeutically equivalent.
However, the Agency required that applicants for topical drug products

initially approved after 1962, including "paper NDAs," either demonstrate the
safety and efficacy of their products through clinical trials or through a
bioequivalence study in order to be approved and evaluated as therapeutically
equivalent.

The new Act requires applicants to demonstrate the bioequivalence of their
topical drug product to the listed drug as one of the requirements for ANDA
approval. This is the same policy that is presently being used in the

"paper NDA" approval process. The Agency is now reviewing the therapeutic
equivalence evaluation policy that has been made on the pre-1962 topical

products to determine whether a change in this policy is warranted. In the
meantime, an in vivo demonstration of bioequivalence will be required for
approval of aT T topical products unless a waiver or in vitro alternatives can

be justified by the applicant.

bzb¢Dbj Drug Products Eligible for Abbreviated New Drug Applications
Previous editions of the APDP excluded DzD¢Dj drug products, because the main
purpose of that publication was to provide information to states regarding

FDAs recommendation as to which generic prescription drug products were
acceptable candidates for drug product selection. with the passage of the

Drug Price Competition and Patent Term Restoration Act of 1984, the Agency now
has the responsibility to publish an up-to-date list of all marketed drug

products, DzD¢Dj as well as prescription, that have been approved for safety and
efficacy and for which new drug applications are required. There are some

drugs for which there are both approved and unapproved OTC drug products in
the market place. This situation occurs as a result of the Agency's current

bzb¢bj compliance policy which allows the marketing of various unapproved OTC
drug products pending the effective date of the applicable final OTC

monograph. The BDzD¢Dj products included in APDP cumulative supplement TABLE II
are limited to those for which approved applications are currently required as

a condition of marketing. Appropriate patent numbers, exclusivity

"information, and expiration dates are also included.

LaezL _< .Y_ a€zL.'v__ A



NDA's Apsroved by the Office of Biological Research and Review Not Previously
usente APDP

All products accepted and approved under Section 505 of the Act as NDAs by the
Office of Biological Research and Review (OBRR) will now be published in the
APDP (see TABLE III). The application holder should have submitted relevant
patent and exclusivity information as for other NDA drug products. These
products will be listed drugs and ANDA applications may be submitted for
marketing of drugs from this group. Appropriate patent numbers, exclusivity
information, and expiration dates are also included.

Patent and Exclusivity Information

It was originally planned that TABLE IV of Cumulative Supplement 2 to the APDP
would contain patent and exclusivity information. Because some firms

submitted patent information in excess of that covered by the statute, FDA has
reviewed all of the patent information to assure that only appropriate patents

are listed. The patents that FDA regards as covered by the statutory

provisions for submission of patent information are those that claim the

active ingredient or ingredients or the drug product (excluding process

patents), or use patents for a particular indication or method of using the

product. The Agency has concluded that formulation/composition patents should
be added to the List.

A patent that claims a drug (as contrasted with one that claims a use) must

refer to an approved drug product. To ensure that only appropriate patents

are published, the Agency has an obligation to carefully screen the patent
information that is submitted by the NDA holder. Therefore the Agency is

asking all holders of approved applications and applicants with pending
applications, whether or not they previously submitted information on
composition or formulation patents, to submit such information with the

following certification: "The undersigned certifies that the drug or

formulation or composition of such drug claimed by the following patents is
currently approved under section 505 of the Federal Food, Drug and Cosmetic
Act." The certification must be signed by the patent holder or by the person
responsible for the NDA submission. The Agency intends to publish this
additional patent information in its next supplement to the List after the
information with the above described certification is received. The Agency

will continue its policy of not publishing process or chemical intermediate
patents.

The Agency is required by the law to publish all use patents, even if the use

has not been approved by the Agency. Therefore, the publication of a use

patent in TABLE IV in no way confers Agency approval on or implies that the
indication has been approved. TABLE IV contains patent numbers and expiration
dates and, for drug products approved after 198I, the date of approval and
application number as required by the Act.



Firms submitting AND As after September 24, 1984, that certified that no patent
information had been filed should amend their applications, if patent
information now appears in this list.

TABLES II-IV now identify all drugs which qualify under the new statute for
periods of exclusivity. (See pages A-1 & P-2 of the Addendum for an
explanation of exclusivity).

FDA has finished reviewing all patent and exclusivity information received
initially from interested parties. The Agency believes TABLES II-IV now
contain all appropriate patent and exclusivity information that the Agency
regards as being covered by the new statute. This table will be updated
monthly to include appropriate patent and exclusivity information. The
exclusivity information column in TABLES II-1V designates the date on which
the exclusivity ends and the basis for the exclusivity through the use of

codes as explained on pages A-7 and A-8.

FDA mvites comments from all interested parties on whether it has excluded
any patent or exclusivity information that should have been included, or
included patent or exclusivity information that should have been excluded.

Any revisions to the list will be published in subsequent supplements.



DO TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMNS OF TABLES I-IV THE
FOLLOWING ABBREVIATIONS HAVE BEEN DEVELOPED. PLEASE REFER BACK T0 THIS PAGE
FOR AN EXPLANATION OF THE EXCLUSIVITY ABBREVIATIONS FOUND IN THE TABLES.
ABBREVIATIONS
NC NEW COMBINATION
NCE NEW CHEMICAL ENTITY
NDF NEW DOSAGE FORM
NE NEW ESTER OR SALT OF AN ACTIVE INGREDIENT
NP NEW PRODUCT
NR NEN ROUTE
PP PARENTERAL IN PLASTIC CONTAINER
RTO PRESCRIPTION TO OTC STATUS CHANGE
NS NEN STRENGTH
D NEN DOSING SCHEDULE (SEE REFERENCE, BELOW)
I NEN INDICATION (SEE REFERENCE, BELOW)
REFERENCES
NEN DOSING SCHEDULE
ONCE A DAY APPLICATION
ONCE DAILY DOSING
SEVEN DAYS/SEVEN DAYS/SEVEN DAYS DOSING SCHEDULE
SEVEN DAY S/FOURTEEN DAY S DOSING SCHEDULE
TEN DAY S/ELEVEN DAYS DOSING SCHEDULE
SEVEN DAY S/NINE DAYS/FIVE DAY S DOSING SCHEDULE
BID DOSING
INTRAVENOUS, EPIDURAL AND INTRATHECAL DOSING
NARCOTIC OVERDOSE IN ADULTS
NARCOTIC OVERDOSE IN CHILDREN
POSTOPERATIVE NARCOTIC DEPRESSION IN CHILDREN
DUCUUUOUOUU
1
AAA\DA“\O\UIA LNNAA
0
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DPCP*P-D PP PababD D Pab VD™D "D D«PPa
BIUAVAILABILITY ONLY IF PRODUCT FAILS T0 ACHIEVE ADEOUATE DISSOLUIUN
ACETAMINOPHEN; ASPIRIN;
BUTALBITAL;

CAPSULE OR TABLET; ORAL
160A|65MG; |60AIGSIVG; SOMG
ACETPMINOPHEN; ASPIRIN; BUTALBITAL
CAPSULE OR TABLET; ORAL
32506, 325Dcets; S0Py
ACETAMINOPHEN: ASPIRIN;
BUTALBITAL; CAFFEINE

CAPSULE OR TABLET; ORAL
|60A|65MG; I60AI6SMG: SOVG; 40MG
ACETAMINOPHEN; ASPIRIN;
BUTALBITAL; CAFFEINE

CAPSULE OR TABLET; ORAL
325B0e6; 325Dce6s; S0Dcets; 40W:"
ACETAMINOPHEN; BUTALBITAL
CAPSULE OR TABLET; ORAL

325 50M;

650; S00/G

ACETAMINOPHEN; BUTALBITAL;
CAFFEINE

CAPSULE OR TABLET; ORAL
32506, S0/1G; 4OMG

6SOMG; 50Pas; IOMG

AM I NOPHYLL INE

TABLET; ORAL

100MG

200MG

ASPIRIN; BUTALBITAL;

CAPSULE OR TABLET; ORAL

325; 50146

650; 50Doeb

ASPIRIN; BUTALBITAL, CAFFEINE,
CAPSULE (D~ TABLET; ORAL
325126; S0DaG; 4OMG;

650MG; SOMG; 40MG;

ASPIRIN; CAFFEINE; CARISOPRODOL
TABLET; ORAL

160MG; 32MG; 200MG

ASPIRIN; CAFFEINE; CARISOPRODOL;
CODEINE PHOSPHATE

TABLET; ORAL

I60MG; 32Dce6s; 200Dce6s; [D+Doeh
ASPIRIN; CARISOPRCDOL

TABLET; ORAL

325MG; 200MG

ASPIRIN; CARISOPRODOL; CODEINE
PHOSPHATE

325Pab; 200Das; IOMG

ASPIRIN; [fPRA™ AMATE

TABLET; ORAL

325m; 200MG

ASPIRIN; BETHOCARBAMG...
TABLET; (RAL

525MB; 200MG

CHLOROTH IAZ IDE

TABLET; (RAL

250K;

ESTROGENS, CONJUGATED; BEPRCBAMATE
TABLET; ORAL

0.4MG; 200MG

OAMC; %@l0OMG

HYDROXYZINE HYDROCHLORIDE
TABLET; ORAL

MG

25Ho

SWIG

100MG
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TABLE I, (QTC DRUG P BhI

ACTIVE INGREDIENT
STRENGTH(S)

TRADE NAME
(DOSAGE FORM: ROUTE)

ACETAMINOPHEN NEOPAP

120MG (SUFPOSITORY; RECTAL)

ACETAMINOPHEN TYLENOL

650MG (SUPPOSITORY; RECTAL)

ACETAMINOPHEN TYLENOL

120M6 (SUPPOSITORY; RECTAL)

ACETAMINOPHEN ACEPHEN

120M6 (SUPPOSITORY; RECTAL)

ACETAMINOPHEN ACEPHEN

650MG (SUPPOSITORY; RECTAL)

ACETAMINOPHEN ACETAMINOPHEN

650MG (SUPPOSITORY; RECTAL)

ACETAMINOPHEN ACETAMINOPHEN

120MG (SUPPOSITORY; RECTAL)

ALUMINUM HYDROXIDE; MAGNESIUM GAVISCON

TRISILICATE (TABLET, CHEWABLE; ORAL)

B0MG; 20MG

ALUMINUM HYDROXIDE; MAGNESIUM GAVISCON-2

TRISILICATE (TABLET, CHEWABLE: ORAL)

160MG; 40MG

BROMPHENIRAMINE MALEATE DIMETANE

MG (TABLET, CONTROLLED
RELEASE; ORAL)

BROMPHENIRAMINE MALEATE DIMETANE

12M6 (TABLET, CONTROLLED
RELEASE; ORAL)

BROMPHENIRAMINE MALEATE; DIMETAPP

PHENYLPROPANOLAMINE (TABLET, CONTROLLED
HYDROCHLORIDE RELEASE; ORAL)
12MG; 75MG

Google

RRENTLY REQUIRE APPR

APPLICANT NANE

WEBCON PHARMS/ALCON
MCNEIL LABORATORIES
MCNEIL LABORATORIES
G AND W LABORATORIES
G AND W LABORATORIES
UPSHER=SMITH LABS

UPSHER-SMITH LABS

MARION LABORATORIES
MARION LABORATORIES
AH ROBINS
AH ROBINS

AH ROBINS

I[I-1

APPLICATIONS AS A CONDIT

=
:

APPROVAL DATE

16-401
11-07-68

17-756
05-26-76

17-756
05-26-76

18-060
02-09-78

18-060
02-09-78

18=337
04-22-80

18-337
09-12-83

18-685
12-09-83

18-685
12-09-83

10-799
06-10-83

10-799
06-10-83

12-436
04-02-84
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TABLE IL. OTC DRUG PRODUCTS NHICH CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OT MARKETING
APPLI NT NAME NDA NO. PATENT NO. EX L IVITY

APPR VAL DATE EXP. DATE EXP. DATE

ACTIVE INQREDIENTIS) TRADE NDDoeD-

$D¢D’PND+D¢D151

(DOSAQE FORM; ROUTE)

CHLORPHENIRAMINE MALEATE; COLD CAPSULE VDM GRAHAM LABS TB-794
PHENYLPROPANOLAMINE (CAPSULE, CONTROLLED 04-23-85
HYDROCHLORIDE RELEASE; ORAL)

BMG; 75SMB

CHLORPHENIRAMINE MALEATE; PHENYLPROPANOLAMINE HCL CENTRAL PHARMS 18-809
PHENYLPROPANOLAMINE W/ CHLORPHENIRAMINE 05-07-84
HYDROCHLORIDE MALEATE

BMG; 75MG (CAPSULE, CONTROLLED

RELEASE; ORAL)

CHLORPHENIRAMINE MALEATE; TRIAMINIC-1Z DORSEY LABS/SANDOZ 18-115
PHENYLPROPANOLAMINE (TABLET, CONTROLLED 07-23-81

HYDROCHLORIDE RELEASE; ORAL)

12MG; 75MG

CHLORPHENIRAMINE MALEATE; COLD CAPSULE IV DM GRAHAM LABS 18-793
PHENYLPROPANOLAMINE (CAPSULE, CONTROLLED 04-25-85
HYDROCHLORIDE RELEASE; ORAL)

T2MG; 75MG

CHLORPHENIRAMINE MALEATE; CHLOR-TRIMETON SCHERING 18-397
PSEUDOEPHEDRINE SULFATE (TABLET, CONTROLLED 03-31-81

8MS; 120MG RELEASE; ORAL)

CHLORPHENIRAMINE MALEATE; PSEUDOEPHEDRINE HCL/ DM GRAHAM LABS 18-844
PSEUDOEPHEDRINE HYDROCHLORIDE CHLORPHENIRAMINE 03-20-85

D*P%G; 120MB MALEATE

(CAPSULE, CONTROLLED a€”

RELEASE; ORAL)

CHLORPHENIRAMINE MALEATE; PSEUDOEPHEDRINE HCL/ DM GRAHAM LABS 18-843
PSEUDOEPHEDRINE HYDROCHLORIDE CHLORPHENIRAMINE 03-18-85

I2MG; 120PeG MALEATE

(CAPSULE, CONTROLLED

RELEASE; ORAL)

CHLORPHENIRAMINE MALEATE; CODIMALAL.A. 12 CENTRAL PHARMS 18-935
PSEUDOEPHEDRINE HYDROCHLORIDE (CAPSULE, CONTROLLED 04-15-85
T2MG; 20MG

RELEASE; ORAL)

11-3
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‘TABLE I1. OTC DRUG PRODUCTS NHICM CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OP MARKETING
ACTIVE IN REDIENT

STREN TH

INSULIN SUSPENSION, ISOPHANE,

BIOSYNTHETIC HUMAN

T00 UNITSML

INSULIN SUSPENSION, ISOPHANE,
IXED BEEF AND PORK.

40 UNITSML

INSULIN SUSPENSION, ISOPHANE,

MIXED BEEF AND PORK

100 UNITSML

INSULIN SUSPENSION, ISOPHANE,

PURIFIED BEEF

100 UNITSML

INSULIN SUSPENSION, ISOPHANE,

PURIFIED PORK.

100 UNITSML

INSULIN SUSPENSION, ISOPHANE,

PURIFIED PORK.

100 UNITSML

INSULIN SUSPENSION, ISOPHANE,

PURIFIED PORK

100 UNITSML

INSULIN SUSPENSION, ISOPHANE,

PURIFIED PORK; INSULIN,

PURIFIED PORK

100 UNITSML

INSULIN SUSPENSION, PROTAMINE

ZING, MIXED BEEF AND PORK;

40 UNITSML

INSULIN SUSPENSION, PROTAMINE

ZING, MIXED BEEF AND PORK

T00 UNITSML

‘TRADE NAME

DAEFRVRR

“CTABLE; INJECTION)
NPH ILETIN I (BEEF-PORK)
(INJECTABLE; INJECTION)
NPHILETIN T (BEEF-PORK)
(INJECTABLE; INJECTION)
NPHILETIN I}

(INJECTABLE; INJECTION)
INSULIN INSULATARD NPH
NORDISK

(INJECTABLE: INJECTION)
NPHILETIN Il (PORK)
(INJECTABLE; INJECTION)
NPH PURIFIED PORK.
ISOPHANE INSULIN
(INJECTABLE: INJECTION)
INSULIN NORDISK MIXTARD
(PORK)

(INJECTABLE; INJECTION)
PROTAMINE, ZINC& ILETINT
(BEEF-PORK)

(INJECTABLE; INJECTION)
PROTAMINE, ZINC& ILETINT
(BEEF-PORK)

(INJECTABLE; INJECTION)
APPLICANT NAME
ELILILLY

LILLY Dyib- LABSHIV
LILLY REs LABS pIV
ELILILLY

NoRolsK.

ELILILLY
SQUIBAY-Novo
NORDISK
ELILILLY
ELILILLY

APPR VAL DATE
PATENT NO,
EXP. DATE
EXCLUSIVITY,
EXP. DATE




L{=-80-20
966=LL

Li=80=20
L66-LL

08-£1-€0
SBE-BL

£8-0E-80
LLL-BL

LL-80-20
966-L1

LL-80-20
866-£1

6£-G0-21
awE-8L

0B8-ZL-90
9Lr-BL

LL-B0-Z0
8z6-L1

LL-80-20
826-L1

9-11

DAON=-8A1INdS

DAON-G8INDS

OAON-BBINDS

0AON-B8INDS
OAON=-Ga1nbs

OAON-G81N0S

AT11I7 173

ATTIT 173

SNOS ONY 881Nnbs ¥3

SNOS ONY 88INDS ¥3

I INVOT TdaV

(NOILIICNI *37@VLIICNI)
NITNSNI JINITIW3S

(NOILI3CNI *378VLDICNT)
NITNSNI IINITVHLON

(NOTLI3ICNT =318Y1IICNT)
EILERLZTRN

(NOILDICNT S378Y1I3C0NI)
7 NITOAON

{NOTLIICNT =378V1IJICNI)
NITNSNT 3IN3T

(NOLLI3CNI *318V1IJ3CNI)
NITNSNT 3INIT

(NOILJ3CNI ‘318VLIICNI)
(N¥0d)TI NILITI

ONY ONIZ 3INIWV10¥d

(NOILJ3CNI :378Y1J3CNI)
II NIL3TI
ANV INIZ 3NIWY.10dd

(NOILJ3CNI :318VID3CNI)
NITNSNI INIZ 3INIWV1OHd

(NOILIICNI * INEVLIIICNI)
NITNSNI JNIZ INIHV1OWd

(304 R0 30V500)
I J0VL

0 0L

TW/SLINND 001
4339

“14WO¥4 ‘NOISNIASNS INIZ NITNSNI

TW/SLINN 001
4339 '030N3LX3
‘NOISNIASNS INIZ NITNSNI

TH/SLINN 001
4338 031JI¥Nd 030NILXI
‘NOISN3dSNS INIZ NITNSNI

TH/S1INN 001
NVHNH 0314T30d ITLIIHINASIWIS
‘NOISNIdSNS INIZ NITNSNI

TW/SLIND 001
4338 ‘NOISN3IASNS INIZ NITNSNI

TH/SLINN OF
4339 ‘NOISN3ASNS INIZ NITNSNI

TW/SLINA 001
. W¥0d 03T4THNd
NITNSNI ¥¥0d Q3IT4I¥Nd ‘INIZ
INIWV.IONd “NOISNISNS NITNSNI

TH/SLINA 001
4338 031413nd
‘NITNSNI *4338 0314780d ‘INIZ
INIHVLOWd °*NOISN3IdSNS NITNSNI

W/SLINM 001

4338 0314I8Nd ‘INIZ
INIHYLI08d ‘NOISNIASNS NITNSNI
1“!51[“0 ov

8§ 0314I3Nd ‘INIZ
3N1HV1036 NOISNJdSﬁS NITNSNI

(S THIONRALS
(STINITOIENT JNTLV

“I1 716Vl



TABLE II.

ACTIVE INGREDTENT(S)
STRENGTH(S)

INSULIN ZINC SUSPENSION, PROMPT,
D PORK

PURIFIE
100 UNITS/ML

INSULIN ZINC SUSPENSION,
PURIFIED BEEF
100 UNITS/ML

INSULIN ZINC SUSPENSION,
PURIFIED BEEF AND PORK
100 UNITS/ML

INSULIN ZINC SUSPENSION,
PURIFIED PORK
100 UNITS/ML

INSULIN ZINC SUSPENSION,
PURIFIED PORK
100 UNITS/ML

INSULIN, SEMISYNTHETIC
PURIFIED HUMAN
100 UNITS/ML

INSULIN, BIOSYNTHETIC HUMAN
100 UNITS/ML

INSULIN, PORK
40 UNITS/ML

INSULIN, PORK
100 UNITS/ML

INSULIN, PURIFIED BEEF
100 UNITS/ML

INSULIN, PURLFIED PORK
100 UNITS/ML

1 DR Ll

TRALE NAE
[DUSAGE FORM: ROUTE)

SEMILENTE
(INJECTABLE; INJECTION)

LENTE ILETIN II
({INJECTABLE; INJECTION)

LENTARD
(INJECTABLE; INJECTION)

LENTE ILETIN II (PORK)
(INJECTABLE; INJECTION)

LENTE
(INJECTABLE; INJECTION)

NOVOLIN R
(INJECTABLE; INJECTION)

HUMULIN R
{INJECTABLE; INJECTION)

INSULIN
{INJECTABLE; INJECTION)

INSULIN
(INJECTABLE; INJECTION)

REGULAR ILETIN II
(INJECTABLE; INJECTION)

INSULIN NORDISK QUICK

(PORK)
(INJECTABLE ; INJECTION)

Google

RRENTLY REQUIRE AP

APPLICANT NAME

SQUIBB-NOVO
ELI LILLY
SQUIBB-NOVO
ELI LILLY
SQUIBB-NOVO
SQUIBB-NOVO

ELI LILLY
SQUIBB-NOVO

SQUIBB-NOVD

ELL LILLY

NORDISK INSULIN LABS

II-7

ED APPLICATI

A CONDITION OF MARKETI

MDA MO,
APPRINAL DATE

==
=
3 [
==
=

18-382
03-17-80

18-477
06-12-80

18-384
03-17-80

18-347
12-05-79
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11-10
ACTIVE INGREDIENTLS)

STHIS)
TIOCONAZOLE
‘TRIPROLIDINE HYDROCHLORIDE
2.
TRIPROLIDINE HYDROCHLORIDE
25MG
‘TRIPROLIDINE HYDROCHLORIDE
TRIPROLIDINE HYDROCHLORIDE
25MG
TRIPROLIDINE HYDROCHLORIDE
1.25MG!
‘TRIPROLIDINE HYDROCHLORIDE
1251
‘TRIPROLIDINE HYDROCHLORIDE
125MG/SML

TRIPROLIDINE HYDROCHLORIDE
1.25MGISML

ENAME
DAETRVEEMRTE

09248
‘TABLE I1. OTC DRUG PRODUCTS NHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION QT MARKETING



TABLE IIT. NDA'S APPROVED BY THE QFFICE OF BIQLOGICAL RE

ACTIVE INGREDIENT(S)
STRENGTH(S)

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION UsP

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP

ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE ADENINE-1
SOLUTION

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION

ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE SOLUTION
use

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

IRADE NAME
{DOSAGE FORM: ROUTE)

NONE
({INJECTABLE; INJECTION)
NONE
(INJECTABLE; INJECTION)
NONE
(INJECTABLE; INJECTION)
NONE
(INJECTABLE; INJECTION)
NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE

(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)
NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)
NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

Google

APPLICANT NAME

CUTTER BIOL/MILES

DELMED

TRAVENOL LABS

TRAVENOL LABS

CUTTER BIOL/MILES

DELMED

TERUMO AMERICA

TRAVENOL LABS

CUTTER BIOL/MILES

CUTTER BIOL/MILES

DELMED

TERUMO AMERICA

TRAVENOL LABS

TRAVENOL LABS

III-1

H AND REVIEW NOT PREVIQUSLY PUBLISHED

NDA NO,
APPROVAL DATE

BATENT NO.  EXCLUSIVITY

10=102
1Z-14-61

11-912
9-2-59

10-855
06-11-59

16-918
3-17-78

BO-77
11-6-80
78-519
4-23-80

82-528
11-3-82

77-420
5-12-78

16-527
6-22-70

80-222
8-23-82
16-907
5-15-73

78-1211
6-10-81

17-401
12-6-77

81-1012
6-28-83
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‘TABLE I11. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEN NOT PREVIOUSLY PUBLISHED
ACTIVE INQREDIENT(AS)

(QTHISI
DEXTRAN 40, 10%
TOGMTOOMLIN
DEXTROSE 3%
SGMTOOML

%

I0GMI00ML IN

SODIUM CHLORIDE 0.9%
IMTOOML

GGMTOOMLIOGMIOOML
INSODIUM CHLORIDE 0.9%
0.9GMTOOML
HETASTARCH, 6%
6GMTOOML IN

SODIUM CHLORIDE 0.9%

(DOSAGE D D*D—D3D™; PDED YD«
GENTRANR.
(INJECTABLE; INJECTION)
GENTRANR40
(INJECTABLE; INJECTION)
GENTRANR 40
(INJECTABLE; INJECTION)
GENTRANI

(INJECTABLE; INJECTION)
GENTRANR 75

(INJECTABLE; INJECTION)

HESPA?

(INJECTABLE; INJECTION)

BETAPRONE

(SOLUTION; CHEMICAL

STERILIZING AGENT)

ABBOKINASE OPEN-CATHETER

(INJECTABLE; INJECTION)
KINASE

(INJECTABLE; INJECTION)

BREOKIN;

(INJECTABLE; INJECTION)
APPLICANT NAME
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TABLE IV.

NDA'S APPROVED FROM 1-I-BZ TO 5-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S

STRENGTHIS)

ACEBUTOLOL HYDROCHLORIDE

EQ200MG BASE

ACEBUTOLOL HYDROCHLORIDE

'EQ AOOMG BASE

ACETAMINOPHEN; PENTAZOCINE HYDROCHLORIDE
650MG; EQ 25MG BASE

ACETIC ACID, GLACIAL

2S0MG/100ML

ACETOHYDROXAMIC ACID

ACYCLOVIR

200MG

ACYCLOVIR SODIUM
EQ 500MG BASE/VIAL

DOSAGE FORM' ROUTE.
SECTRAL IVEs LABS/AMHo
(CAPSULE; ORAL)

SECTRAL

IVES LABS/AMHO

(CAPSULE; ORAL) .

TALACEN

(TABLET; ORAL)

STERLING DRUG

ACETIC ACID 0.25% TRAVENOL LABS
IN PLASTIC CONTAINER
(SOLUTION; URETHRAL)
LITHOSTAT URO-RESEARCH
(TABLET; ORAL)

ZOVIRAX BURROUGHS WELLCOME
(OINTMENT; TOPICAL)

ZOVIRAX BURROUGHS WELLCOME
(CAPSULE; ORAL)

ZOVIRAX BURROUGHS WELLCOME
(INJECTABLE; INJECTION)
PROVENTIL SCHERING

(AEROSOL; INHALATION)
VENTOLIN GLAXO

(AEROSOL; INHALATION)

NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE,
15917 3726919 NeE.

1228-84 04-10-90 12428-89

3857952

123191

18917 3725919 NCD+

1228-84 04-10-90 12-28-89

3857952

123191

18458 4105659 NC

09-23-82 08-08-95 09-24-86

19523

02-19-82

18749 NCP+

053183 05-31-93

18504 4199574 NCD+

03-29-82 04-2297 03-2992

18-828 4199574 NCE

01-25-85 04-22-97 03-2992

18503 4199574 NCD+

102282 04-22-97 03-29-92

17559 3544353 . 1-22

05-01-81 02-22-89 09-24-86

3705233

120589

18473 3644353

05-01-81 02-22-89

3705233

120589

v
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TABLE IV, NDA'S APPROVED FRON 1-1-€2 T0 5-31-85 AND NDA'S WITH APPROPRIATE PATENT AMD EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

ALLOPURINOL
100M6

ALLOPURINOL
300MG

ALLOPURINOL
100MG

ALLOPURINOL
300MG

ALPRAZOLAM
0.25MG

ALPRAZOLAM
0.5MG

ALPRAZOLAM
MG

AMCINONIDE
0.1%

AMCINONIDE
0.1%

AMILORIDE HYDROCHLORIDE:

HYDROCHLOROTHIAZIDE
5HG; 50MG

AMINO ACIDS
6.9%

TRADE NAME
(DOSAGE FQRM: ROUTE)

ZYLOPRIM
(TABLET; ORAL

ZYLOPRIM
(TABLET; ORAL)

LOPURIN
(TABLET; ORAL)

LOPURIN
(TABLET; ORAL)

XANAX
(TABLET; ORAL)

XANAX
(TABLET; ORAL)

XANAX
(TABLET; ORAL)

CYCLOCORT
{CREAM; TOPICAL)

CYCLOCORT
(OINTMENT; TOPICAL)

MODURETIC 5/50
(TABLET; ORAL)

FREAMINE HBC 6.9%
(INJECTABLE; INJECTION)

Google

Iv-3

APPLICANT

BURROUGHS WELLCOME
BURROUGHS WELLCOME
BOOTS PHARMACEUTICAL
BOOTS PHARMACEUTICAL

UPJOHN

UPJOHN

UPJOHN

LEDERLE LABS/AM CYAN
LEDERLE LABS/AM CYAN

MSEO/MERCK

AM MCGAW/AM HOSP

M0A M.
APPROVAL DATE

16-084
08-19-66

16-084
01-14-74

18-297
06-10-80

18-297
06-10-80

18-276
10-16-81

18-276
10-16-81

18-276
10=16=81

18-116
10-18-71

18-498
11-13-81

18-201
10-05-81

16-822
05=-17-83

PATENT 0.

EXP. DATE

3624205
11-30-88

3624205
11-30-88

3624205
11-30-88

3624205
11-30-88

3987052
10-19-93
3980789
09-14-93

3987052
10-19-93
3980789
09-14-93

3987052
10=19-93
3980789
09-14-93

4158055
06-12-96

4158055
06-12-96

31781430
12=25=90

EXCLUSIVITY
EXP. DATE

NS
09-24-86



V4
ACTIVE INGREDIENT S
(GTHTST

(INJECTABLE; INJECTION)
NOVAMINE 8 5%
(INJECTABLE; INJECTION)
NOVAMINE 11.4%

(INJECTABLE; INJECTION)
CHAMIN 4%

(INJECTABLE; INJECTION)
BRANCHAMIN 4%
INPLASTIC CONTAINER
(INJECTABLE; INJECTION)
NEOPHAM6.5%
(INJECTABLE; INJECTION)

INOSYN 3 5%
INPLASTIC CONTAINER
(INJECTABLE; INJECTION)

INOSYN3.5%
INPLASTIC CONTAINER
(INJECTABLE; INJECTION)

ESS 5.2% ESSENTIAL

AMINO ACIDS W/ HISTADINE
(INJECTABLE; INJECTION)
TRAVASOL 5.5%

CUTTE]
TRAVENOL LABS
NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE
17493 NS
10-15-82 09-24-86
17957
08-09-82
17.957
09-82
18676 3950529 85
08-03-82 04-13-93 09-24-86
18678 443814 N5
092884 03-20-01 09-24-86
18684 4438144 NS
092884 03-20-01 09-24-86

18792 N:
01-17-84 092486
I$804NS

05-15-84 09-24-86

I8875NS
08-08-84 09-24-86
18901

18931 NS
08-23-84 09-24-86
D IV.NDA'S APPROVE FROM 1-1-8210 5-31-85 AND N_DA'SNITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE IN REDIENT §
STRENGTH S

10%

AMINO ACIDS

o

AMINO ACIDS; CALCIUM ACETATE;
GLYCERIN; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE
3%; 26MG/100ML; SGM/TOOMLI
S4MG/100ML; 41MG/100ML;
T49MG/100ML; 204MG/100ML;
TITMG/100ML

AMINO ACIDS; DEXTROSE

3.5%; 5%

AMINO ACIDS; DEXTROSE

3.5%; 25%

AMINO ACIDS: DEXTROSE

4.25%; 25%

AMINO ACIDS; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM ACETATE;
SODIUM CHLORIDE

%; 2IMG/100ML; 40MG/100ML;
MG/100ML; 234MG/100ML

TRADE NAME

DOSAGE FORM' ROUTE

TRAVASOL 8.5%

‘W/O ELECTROLYTES

IN PLASTIC CONTAINER

(INJECTABLE: INJECTION)

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
TROPHAMINE 6%
(INJECTABLE; INJECTION)
PERIPHRAMINE
(INJECTABLE; INJECTION)
AMINOSYN 3.5%

W/ DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 3.5%

N/ DEXTROSE 25%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 4.25%

N/ DEXTROSE 25%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINOSYN 3.5% M

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
TRAVENOL LABS
TRAVENOL LABS

AM MCGAN/AM HOSP

AM MCGAN/AM HOSP
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
NDA NO.

PATENT NO.

APPROVAL DATE

EXP. DATE

18931

EXCLUSIVITY
EXP. DATE

NS
09-24-86
09-24-86
NC

09-24-86
V5
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TABLE I\ NDY'S APPROVED FROM 1-1-62 T0 53155 DND NOAS NITH APAROPRIATE PATENT AND £XCLUSI
ANITRPTYLING

e

ow
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TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 5-31-85 DND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT §

STRENGTH)A§)

AMOXAPINE

D'DIMG

ASPIRIN; CAFFEINE;
OIHYOROCODEINE BITARTRATE
355.4MG; D-DVDaby; 16MG
ASPIRIN; CAFFEINE;
ORPHENADRINE CITRATE
385MG; 30MG; 25MG
ASPIRIN; CAFFEINE;
ORPHENADRINE CITRATE
770MG; PD%Pab S0PaG
ASPIRIN; CAFFEINE;
PROPOXYPHENE HYDROCHLORIDE
389MG; 32.4MG; 32MG
TRADE NAME
YDOSAGE FORM; ROUTE)

DIN

ASENI

(TABLET; ORAL)
ASENDIN
(TABLET; ORAL)
ASENDIN
(TABLET; ORAL)
INOCOR

(INJECTABLE; INJECTION)
SYNALGOS-DC

(TABLET; ORAL)
NORGESIC FORTE
(TABLET; ORAL)
DDARVON COMPOUND
(CAPSULE; ORAL)
APPLICANT NAME
LEDERLE LABS/AM CYAN
LEDERLE LABS/AM CYAN
LEDERLE LABS/AM CYAN
WINTHROP LABS/STERL
IVES LABS/AMHO

RIKER LABS/3M

ELILILLY INDSTRS/PR

NDA NO. PATENT NO. EX LU IVITY
APPROVAL DATE EXP. DATE EXP. DATE
18-021 3546226

09-22-80 12-08-87

3663696

18-021 3546226
09-22-80 12-08-87
3663696

05-16-89

3681357

08-01-89

18-021 3546226
09-22-80 12-08-87
3663696

05-16-89

08-01-89

18-700 4072746 NCE.
07-31-84 02-07-95 07-31-94
11483

09-06-83
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BECLIMETHANSONE DIFRORONATE

(NECTABLE: nuECTioNn)
MOTOFEN AL ST RENGTH
[ERRILE: oraL)

PATENT AND EXCLUSIVITY INORNATION
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‘TABLE IV NDA'S APPROVED FROM I-1-82 D¢D 5-31-85 DND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTIS)
STRENGTHIS)

HASONE DIPROPIONATE
EQO.05% BASE
BETAMETHASONE DIPROPIONATE.
EQO.05% BASE
BET; INE DIPROPIONATE.
EQ0.05% BAS
BETAME INE DIPROPIONATE
EQU.05% BASE
BETAMETHASONE DIPROPIONATE
EQ0.05% BASE
BETAMETHASONE DIPROPIONATE
EQO.05% BASE
BETAMETHASONE DIPROPIONATE
EQO.05% BASE
BETAMETHASONE DIPROPIONATE
EQ0.05% BASE

'AMETHASONE DIPROPIONATE.
ED0.05% BASE
BETAMETHASONE DIPROPIONATE
EQO.1% BASE

DIPROI

(CREAM TOPICAL)
INE DIPROPIONATE

(OINTMENT; TOPICAL)

AMETHASONE DIPROPIONATE.
(OINTMENT; TOPICAL)
ALPHATREX
(OINTMENT; TOPICAL)
DIPROSONE
(CREAM TOPICAL)
DIPROSONE
(OINTMENT; TOPICAL)
DIPROSONE
(LOTION: TOPICAL)
DIPROSONE
(AEROSOL; TOPICAL)
APPLICANT NAME

SAVAGE LABSBYK-GLDN
SCHERING
SCHERING
SCHERING
SCHERING

pe
APPROVAL DATE
14602

D DDEDNDE NO.
EXP. DATE EXP. DATE
3485854

12-23-86
EXCLUSIVITY
09248

01

092486

01

092486

01

09248
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TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 5-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

BETHANIDINE SULFATE
10MG

BETHANIDINE SULFATE
25MG

BITOLTEROL MESYLATE
0.8%

BRETYLIUN TOSYLATE
SOMG/ML

BROMOCRIPTINE MESYLATE
EQ. 2.5HG BASE

BROMOCRIPTINE MESYLATE
EQ 5MG BASE

BROMODI PHENHYDRAMINE HYDROCHLORIDE ;
CODEINE PHOSPHATE
12.5HG/5ML; 10MG/5HL

BROMPHENIRAMINE MALEATE;

CODEINE PHOSPHATE;
PHENYLPROPANOLAMINE HYDROCHLORIDE
2ZMG/SML; 10MG/SML; 12.5MG/SML

BROMPHENTRAMINE MALEATE;
DEXTROME THORPHAN HYDROBROMIDE ;
PSEUDOEPHEDRINE HYDROCHLORIDE
2MG/5ML; 10MG/SHL; 30MG/SHML

BROMPHENIRAMINE MALEATE;
DEXTROMETHORPHAN HYDROBROMIDE ;
PSEUDOEPHEDRINE HYDROCHLORIDE
2MG/SML; 10MG/5SML; 30MG/SHL

TRADE NAKE
£ FORM: ROUTE

TENATHAN
{TABLET; ORAL}

TENATHAN
{TABLET; ORAL)

TORNALATE
(AERQSOL; INHALATION)

BRETYLOL
(INJECTABLE; INJECTION)

PARLODEL
(TABLET; ORAL)

PARLODEL
(CAPSULE; ORAL)

AMBENYL
(SYRUP; ORAL)

DIMETANE-DC
(SYRUP: ORAL)

DIMETANE-DX
{SYRUP; ORAL)

DIMETANE-DX
(SYRUP; ORAL)

Google

Iv-15

APPLICANT NAME

AH ROBINS
AH ROBINS
WINTHROP-BREON/STERL
AM CRITICAL CARE/AHS

SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ

MARION LABORATORIES

AH ROBINS

AH ROBINS

AH ROBINS

NOA MO,
APPROVAL DATE

17-675
05-29-81

17-675
05-29-81

18-770
12-28-84

17-954
07-18-78

17-962
06-28-78

17-962
03-01-82

09-319
01-10-84

11-694
03-29-84

11-694
03-29-84

19-279
08-24-84

PATENT N0.
EXP. DATE

3495013,
02-10-87

3495013
02-10-87

4138581
02-06-96

RE29618
04-29-86

3752814
08=14-90

3752888
08-14-90
3752814
08-14-90

NCE
12-28-89

[-16
12-14-87

I[-16
12-14-87



1V-16
ACTIVE INGREDIENI §
(GTHTS)

BROMPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE HYDROCHLORIDE.
AMGISML; 25MG/SML

BUMETANIDE

MG
BUMETANIDE
05MG
BUMETANIDE
0251

MGIML
BUPIVACAINE HYDROCHLORIDE; DEXTROSE
075%:8.25%
BUPIVACAINE HYDROCHLORIDE;
EPINEPHRINE BITARTRATE

MG

0.75%; 0.009IMGML
BUTORPHANOL TARTRATE.

IMGML
BUTORPHANOL TARTRATE
2MG)

CALCEFEDIOL, ANHYDROUS
0.02MG

P*Pabe

DOSAGE FORM ROUTE

ELIXIR DIVETAPP
(ELIXIR ORAL)
BU

(TABLET; ORAL)
(TABLET; ORAL)
BUMEX

(INJECTABLE; INJECTION)
MARCAINE SPINAL
(INJECTABLE; INJECTION)
(SORCAINE
(INJECTABLE; INJECTION)
SENSORCAINE
(INJECTABLE; INJECTION)

STADOL
(INJECTABLE; INJECTION)
ST

(INJECTABLE; INJECTION)
CALDEROL
(CAPSULE; ORAL)
APPLICANT NAME

Al

042391
18225 3634583
02-288301-11-89
806534
391
18226 3634583
02-28-53 OIAIASO
806534




TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 DND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S

STRENGTH'S

CALCEFEDIOL, ANHYDROUS

0.05MG

CALCITONIN

400 IUVIAL

CALCITRIOL

0.25 UGM

CALCITRIOL

0.5 UGM

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE;

SODIUM CHLORIDE; SODIUM CITRATE
34MG/100ML; SGM/100ML; 30MG/100ML;
74MG/100ML; 640MG/100ML; 500MG/100ML;
7AMG/100ML

TRADE NAME

YDOSAGE FORM; ROUTE)

CALDEROL

CALCIMAR
(INJECTABLE; INJECTION)
CALCIMAR

(INJECTABLE; INJECTION)
ROCALTROL

(CAPSULE; ORAL)
ROCALTROL

(CAPSULE; ORAL)
ISOLYTE E N/ DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME
UPJOHN

ARMOUR PHARM
ARMOUR PHARM
HOFFMANN-LA ROCHE
HOFFMANN-LA ROCHE
AM MEGAN/AM HOSP
NDA NO.

APPROVAL DATE

18312

08-05-80

01-17-83
D DD¢DND¢ NO.
b

3833622
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‘TABLE IV NDA'S APPROVED FROM I-1-82 D¢D75-31-85 DND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH S

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM CHLORIDE

SODIUM LACTATE.

25TMG/TOOML; 25GM/100ML;
5.08MG/TOOML; S38MG/100ML; 448MGTOOML
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHIORIDE; SODIUM CHLORIDE;
SODIUM LACTATE

25 TMG/TOOML; 4 25GWTOOML;
5.08MG/TOOML; S38MG/TOOML; 44SMG/100ML
CALCIUM CHLORIDE; DEXTROSE;

5.08MG/100ML; S38MG/100ML; 448MG/I00ML.
CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE: SODIUM CHLORIDE;
SODIUM LACTATE

25TMG/100ML; 4 25GM/I00ML 5.08MG/100ML;
S38MG/TOOML: 448MG/TOOML

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE

26MG/100ML: 2.SGMIOOML; ISMGTOOML:
SE0MG100ML; 390MG/100ML

INPLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DELFLEX

N/DEXTROSE2.5%

LOW MAGNESIUM

IN PLASTICCONTAINER
(SOLUTION; INTRAPERITONEAL)
DELFLEX

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
INPERSOL-LM
W/ DEXTROSE 1.5%
INPLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
INPERSOL-LM
N/DEXTROSE2.5%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
INPERSOL-LM
N/ DEXTROSE425%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DIALYTE

SE2.5%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
APPLICANT NAME
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‘TABLE IV NDA'S APPROVED FROM I-1-BZKTO 5-31-85 DND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT

STRENGTH) §)

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
'SODIUM LACTATE

ZOMG/100ML; SGMI00ML;

10SMG/100ML; 600MG/100ML;

3I0MG/I00ML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE.

20MG/100ML; SGM100ML;

10SMG/100ML; 600MG/100ML;

310MG/I00ML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE.

ZOMG/100ML; SGMI00ML;

179MG/100ML: 600MG/100ML:

30MG/I00ML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTAT

20MG/100ML; SGM/100ML;

179MG/100ML: 600MG/100ML:

310MG/I00ML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE.

20MG/100ML: SGM100ML:

254MG/100ML: 600MG/100ML:

BIOMG/I00ML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE

20MG/100ML: SGM100ML:

254MG/100ML; 600MG/100ML:

310MG/I00ML

POTASSIUM CHLORIDE

(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

TOEQ IN DEXTROSE 3%
NG

(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
1SMEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
INPLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE

APPLICANT NAME
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TABLE IV. NOA'S APPROVED FROM 1-1-82 T0 5-31-85 AND NA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDTENT(S)
STRENGTH(S)

CAPTOPRIL
25MG

CAPTOPRIL
S0MG

CAPTOPRIL
100MG

CAPTOPRIL; HYDROCHLOROTHIAZIDE
25MG; 15MG

CAPTOPRIL; HYDROCHLOROTHIAZIDE
50MG; 15MG

CAPTOPRIL; HYDROCHLOROTHIAZIDE
SOMG; 25MG

CARBAMAZEPINE
200MG

CARBAMAZEPINE
100MG

CARBIDOPA
25MG

TRADE NAME
(DOSAGE FORM: ROUTE)

CAPOTEN
(TABLET; ORAL)

CAPOTEN
(TABLET; ORAL)

CAPOTEN
(TABLET; ORAL)

CAPOZIDE 25/15
(TABLET; ORAL)

CAPQZIDE 50/15
{TABLET; ORAL)

CAPOZIDE 50/25
(TABLET; ORAL)

TEGRETOL
(TABLET; ORAL)

TEGRETOL
(TABLET, CHEWABLE; ORAL)

LODOSYN
(TABLET; ORAL)

y Google

Iv-23

APPLICANT NAME

ER SQUIBB AND SONS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

ER SQUIBB AND SONS5

ER SQUIBB AND SONS

GEIGY/CIBA-GELGY
GEIGY/CIBA-GELGY

MS&D/MERCK

m !!ﬂl
APPROVAL DATE

18-343
04-06-81

18-343
04-06-81

18-343
04-06-81

18-709
10-12-84

18=709
10-12-84

18-709
10-12-84

16-608
03-11-68

18-281
12-14-81

17-830
04-25-77

PATENT M0.
£XP. DATE

4105776
08-08-95

4105776
08-08-95

4105776
08-08-95

4105776
08-08-95
4217347
08-12-97

4105776
08-08-95
4217347
08-12-97

4105776
08-08-95
4217347
08-12-97

4409212
10-11-00

4409212
10-11-00

3462536
08-19-86
3830827
08-20-91
3781415
12-25-90

EXCLUSIVITY
EXP. DATE

I-20
09-24-86

D=7
10-12-87
1-20
09-24-86
b-7
10-12-87
1-20
09-24-86
D-7-
10-12-87

NC
10-12-87

NC
10-12-87

NC
10-12-87
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ACTIVE INGREDIENT(S)
STRENGTH(S)

CHENODIOL
250MG

CHLORDIAZEPOXIDE
25MG

CHLORDIAZEPOXIDE
5MG

CHLORDIAZEPOXIDE
10MG

CHLORDIAZEPOXIDE
30MG

CHLOROTAZEPOXIDE HYDROCHLORIDE
5MG

CHLORDIAZEPOXIDE HYDROCHLORIDE
10MG

CHLORDIAZEPOXIDE HYDROCHLORIDE
25MG

CHLORDIAZEPOXIDE HYDROCHLORIDE

T00MG/AMP

CHLORDIAZEPOXIDE HYDROCHLORIDE ;

CLIDINIUM BROMIDE
5MG; 2.5MG

CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED
SMG; 0.2MG

CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED
5MG: 0.4MG

CHLSEDIAZEPOKKDE; ESTROGENS, CONJUGATED

10MG; 0.4MG

TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 5-31

TRADE NAE
(DOSAGE FORM: ROUTE)

CHENIX
(TABLET; ORAL)

LIBRITABS
(TABLET; ORAL)

LIBRITABS
(TABLET; ORAL)

LIBRITABS
(TABLET; ORAL)

LIBRELEASE
(CAPSULE, CONTROLLED
RELEASE; ORAL)

LIBRIUM
(CAPSULE: ORAL)

LIBRIUM
{CAPSULE; ORAL)

LIBRIUM
{CAPSULE; ORAL)

LIBRIUM
(INJECTABLE; INJECTION)

LIBRAX
(CAPSULE; ORAL)
MENRIUM 5-2
(TABLET; ORAL)

MENRIUM 5-4
(TABLET; ORAL)

MENRIUM 10-4
(TABLET: ORAL)

Google

V=25

APPLICANT NAME

ROWELL LABORATORIES

ROCHE PRODUCTS

ROCHE PRODUCTS

ROCHE PRODUCTS

HOFFMANN-LA ROCHE

ROCHE PRODUCTS

ROCHE PRODUCTS

ROCHE PRODUCTS

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFHANN-LA ROCHE

HOFFMANN-LA ROCHE

NDA ND.
APPROVAL DATE

18-513
07-28-83

13=071
10-31-66

13-0M
10=31-66

13-071
10-31-66

17-813
09-12-83
12-249
02-24-60

12-249
02-24-60

12=249
02-24-60

12-301
07-21-61

12-750
05-02-61
14-740

10=27=69

14-740
10-27-69

14-740
10-27-69

AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

PATENT NO.
EXP. DATE

4316897
02-23-99

4316897
02=23=99

4316897
02-23-99

4316897
02-23-99

4316897
02-23-99

4316897
02-23-99

4316897
02-23-99

4316897
02-23-99

4316897
02-23-99
4316897
02=-23=99

4316897
02-23-99

4316897
02-23-99

EXCLUSIVITY
EXP. DATE

NCE
07-28-93

NOF
09-24-86
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TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 5-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDTENT(S)
STRENGTH(S)

CIMETIDINE
400MG

CIMETIDINE HYDROCHLORIDE
EQ 300MG BASE/SML

CIMETIDINE HYDROCHLORIDE
EQ 150MG BASE/ML

CINOXACIN
250MG

CINOXACIN
500MG

CISPLATIN
0. 5MG/ML

CITRIC ACID; MAGNESIUM OXIDE;
SODIUM CARBONATE
3.24GH/100ML; 3B0MG/100ML; 430MG/100ML

CITRIC ACID; MAGNESIUM OXIDE;
SODIUM CARBONATE
3.24GM/100ML: 3B0MG/100ML: 430MG/100ML

CLEMASTINE FUMARATE;
PHENYLPROPANOLAMINE HYDROCHLORIDE
EQ 1MG BASE; 75MG

CLOMIPHENE CITRATE
50MG

TRADE NAME
(DOSAGE FQRM: ROUTE)

TAGAMET
(TABLET; ORAL)

TAGAMET
{SOLUTION; ORAL)

TAGAMET
(INJECTABLE; INJECTION)

CINOBAC
(CAPSULE; ORAL)

CINOBAC
(CAPSULE; ORAL)

PLATINOL-AQ

IRRIGATING SOLUTION G
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)

UROLOGIC G
IN PLASTIC CONTAINER
(SOLUTION: IRRIGATIOM)

TAVIST D
(TABLET, CONTROLLED
RELEASE; ORAL)

CLOMIPHENE CITRATE
(TABLET: ORAL)

y Google

Iv=27

APPLICANT NANE

SK&F LAB

SK&F LAB

SK&F LAB

ELL LILLY

ELL LILLY

BRISTOL LABS/B-M
TRAVENOL LABS
ABBOTT LABORATORIES
DORSEY LABS/SANDOZ

PLANTEX/IKAPHARM

NDA NO.
APPROVAL DAT

17-920
12-14-83

17-924
08-16-77

17-939
08=16=17

18-067
06-13-80

18-067
06=-13-80

18-057
07-18-84

18-519
06-22-82

18-904
05-27-83

18-298
12-15-82

18-361
03-22-82

PATENT NO.
P, DAT

3950333
04-13-93
4024271
05-17-94

3950333
04-13-93
402427
05=17-94

3950333
04=13=93
4024271
05-17-84

3669965
06-13-89

3669965
06-13-89

4177263
12-04-96
4310515
01-12-99

3933999
01-20-93

EXCLUSIVITY

NS
09-24-86

NDF
09-24-86

NC
09-24-86
NC
09-24-86

NDF
09-24-86
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‘TABLE IV NDA'S APPROVED FROM 1-1-82 TO 5-31-85 DND NDD'D— NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S

NGTHS
CLORAZEPATE DIPOTASSIUM
1125
CLORAZEPATE DIPOTASSIUM
37
CLORAZEPATE DIPOTASSIM
CLORAZEPATE DIPOTASSIUM
15MG
CLOTRIMAZOLE
CLOTRIMAZOLE
1%
CLOTRIMAZOLE.
1%
CLOTRIMAZOLE
100MG
NAME
JDOSAGE FORM: ROUTE)
XENE SD
(TABLET; ORAL)
(TABLET; ORAL)
(TABLET ORAL)
TRANXENE
(TABLET; ORAL)
Lo

TRIMIN
(SOLUTION; TOPICAL)
TRIMIN

(TABLET; VAGINAL)
APPLICANT NDPabe
43BODEDE LABORATORIES
ABBOTT ORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
SCHERING

SCHERING

SCHERING

SCHERING

D DDEDNDENO.
P. DATE

RE8315

EXCLUSIVITY
EXP. DATE
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TABLE IV. NDA'S APPROVED FROM 1-1-82 D¢D? 5-31-85 DND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S

STRENGTH S

CLOTRIMAZOLE

1%

CCODEINE PHOSPHATE;
PHENYLEPHRINE HYDROCHLORIDE;
PROMETHAZINE HYDROCHLORIDE
TOMG/SML; SMG/SML; 6.25MG/SML
CCODEINE PHOSPHATE;
PROMETHAZINE HYDROCHLORIDE
TOMG/SML; 6.25MG/SML

CCODEINE PHOSPHATE;
PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
TOMG/SML; 30MG/SML; 1.25MG/SML
COLESTIPOL HYDROCHLORIDE
SGM/PACKET

COLESTIPOL HYDROCHLORIDE
S00GM/BOT

COPPER

S9MG

b

YDOSAGE FORM; ROUTE)
LOTRIMIN

(LOTION; TOPICAL)
PHENERGAN VC N/ CODEINE
OAYYRUP; ORAL)
PHENERGAN N/ CODEINE
(SYRUP; ORAL)

ACTIFED N/ CODEINE
(SYRUP; ORAL)
COLESTID

(GRANULE; ORAL)
COLESTID

(GRANULE; ORAL)

CUA7

(INTRAUTERINE DEVICE;
INTRAUTERINE)
APPLICANT NAME
SCHERING

NYETH LABS/AMHO
NYETH LABS/AMHO
BURROUGHS WELLCOME
UPJOHN

UPJOHN

SEARLE PHARMS

NDA NO.

APPR VAL DATE

18813

b DD¢b-Nb¢ NO.
EXP. DATE EXP. DATE
3839573

100191

3705172

12-05-89

3692895 1-24
09-19-89 09-24-86
3692895 1-24
09-19-89 09-24-86
3563235

02-16-88

4040417

08-09-94

3783861

01-0891

3803308

12-01-87
RE28399
04-29-92
EXCLUSIVITY
V31
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TABLE 1V, NOA'S APPROVED FROM 1-1-82 T0 5-31-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDTENT(S) TRADE NAME APPLICANT NAME ADA ND. PATENT N0,  EXCLUSIVITY
CROMOLYN SODIUM INTAL FISONS 18-596 3686412 [-22
10MG/ML (SOLUTION; INHALATION) 05-28-82 08-22-89 01-19-88
3777033
08-22-89
3419578
12-31-85
3975536
08-17-93
CYCLOBENZAPRINE HYDROCHLORIDE FLEXERIL MS&D/MERCK 17-821 3454643
SMG (TABLET; ORAL) 08-26-77 07-08-86
3882246
05-06-92
CYCLOBENZAPRINE HYDROCHLORIDE FLEXERIL MS&D/MERCK 17-821 3454643
10MG (TABLET; ORAL) 08-26-177 07-08-86
3882246
05-06-92
CYCLOPHOSPHAMIDE CYTOXAN MEAD JOHNSON/B-M 12-142 NS
1GM/VIAL . (INJECTABLE; INJECTION) 08-30-82 09-24-86
CYCLOPHOSPHAMIDE NEQSAR ADRIA LABORATORIES 87-442 NS
1GM/VIAL (INJECTABLE; INJECTION) 07-06-83 09-24-86
CYCLOPHOSPHAMIDE CYTOXAN MEAD JOHNSON/B-M 12-142 NS
2GM/VIAL (INJECTABLE; INJECTION) 08-30-82 09-24-86
CYTARABINE CYTOSAR-U UPJOHN 16-793 3444294
100MG/VIAL (INJECTABLE; INJECTION) 06-17-69 05-13-86
CYTARABINE CYTOSAR-U UPJOHN 16-793 3444294
500MG/VIAL (INJECTABLE; INJECTION) 06-17-69 05-13-86
DANTROLENE SODIUM DANTRIUM NORHICH EATON/P&G 17-443 3415821
25MG (CAPSULE; ORAL) 01-15-74 12-10-85
DANTROLENE SODIUM DANTRIUM NORWICH EATON/P&G 17-443 3415821
100MG (CAPSULE; ORAL) 01-15-74 12-10-85
DANTROLENE SODIUM DANTRIUM NORWICH EATON/P&G 17-443 3415821
50MG (CAPSULE; ORAL) 10-10-75 12-10-85
DANTROLENE SODIUM DANTRIUM NORWICH EATON/P&G 18-264 3415821
20MG/VIAL (INJECTABLE: INJECTION) 09-18-79 12-10-85
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NDAS APPROVED FROM 11152 e -31-85 DND NDA'S NITH APFROPRIATE PATENT DND EXCLUSIVITY INFORNA

(SYRUP. ORALY
BEXTROSE 0 i Lastic
IECTABLE: nurcTion,
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TABLE IV. NDA'S APPROVED FROM 1-1-82 B¢Dz 5-31-85 DND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S TRADE NAME APPLICANT NAME NDA NDz PATENT ND. EXCLUSIVITY
STRENGTH S DOSAGE FORM' ROUTE APPROVAL DATE EXP. DATE EXP. DATE

DEXTROSE; BOPANINE HYDROCHLORIDE DOPANINE HCL ABBOTT LABORATORIES 18-132 NC

55N/100ML; BOMG/100ML (INJECTABLE; INJECTION) 02-04-82 09-24-55

DEXTROSE; BOPADeINE HYDROCHLORIDE BOPANINE HCL ABBOTT LABORATORIES 18-132 NC
SGM/TO0ML; 150MG/T00ML (INJECTABLE; INJECTION) 02-04-82 09-24-86

DEXTROSE; DOPANINE HYDROCHLORIDE DOPANINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
SGN/TOOML; BOMG/TO0ML CONTAINER 09-30-83 09-24-86

(INJECTABLE; INJECTION)

DEXTROSE; BOPADINE HY DROCHLORIDE DOPANINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
sGM/TOOML; 150MG/100ML CONTAINER 09-30-83 09-24-86

(INJECTABLE; INJECTION)

DEXTROSE; DOPADINE HYDROCHLORIDE DOPANINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
SGM/100ML; 320MG/100ML CONTAINER 09-30-53 09-24-86

" (INJECTABLE; INJECTION)

DEXTROSE; HEPARIN SODIUM HEPARIN SOBIUN 1,000 UNITS Bn MCGAN/AM HOSP 19-130 NC

SGM/100ML; 200 UNITS/100ML ANB DEXTROSE 5B IN 12-31-B3 09-24-86

PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE; HEPARIN SODIUM HEPARIN SODIUM 2,000 UNITS AM MCGAN/AM HOSP 19-130 NC

SGM/100ML; 200 UNITS/100ML AND DEXTROSE 5% IN 12-31-83 09-24-86

PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE; HEPARIN SODIUM HEPARIN SODIUM 5,000 UNITS AM MCGAN/AM HOSP 19-130 NC

SGM/100ML; 1,000 UNITS/100ML AND DEXTROSE 5% IN 12-31-83 09-24-86

PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE; HEPARIN soDIuM HEPARIN SODIUM 20,000 UNITS TRAVENOL LABS 18-814 NC

SGM/100ML; 4,000 UNITS/100ML AND DEXTROSE 5% IN 10-31-83 09-24-86

PLASTIC CONTAINER

(INJECTABLE; INJECTION)

1V-37
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‘TABLE IV NDA'S APPROVED FROM I-1-82 D¢D75-31-85 DND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTH S

DEXTROSE; HEPARIN SODIUM

SGMI00ML: 10,000 UNITS100ML

DEXTROSE; LIDOCAINE HYDROCHLORIDE

SGMI00ML; BOOMGTOOML

DEXTROSE; LIDOCAINE HYDROCHLORIDE

SGMI00ML; BOMG/ 100}

DEXTROSE; LIDOCAINE HYDROCHLORIDE

‘SGM/I00ML: 200MG/100ML

DEXTROSE; LIDOCAINE HYDROCHLORIDE

‘SGMI00ML; 400MG/100ML

DEXTROSE; LIDOCAINE HYDROCHLORIDE

‘SGMI00ML; BOMG/100ML

DEXTROSE; MAGNESIUM CHLORIDE;

POTASSIUM CHLORIDE;

POTASSIUM PHOSPHATE DIBASIC;

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL0:8%
INDEXTROSE 5%
INPLASTICCONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 08%

INPLASTICCONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 02%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
LIDOCAINE HCL 0%

5%
INPLASTIC CONTAINER
(INJECTABLE; INJECTION)
ISOLYTED N/
DEXTROSE §% IN
PLASTICCONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME

-39
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TABLE IV, NDAGETS. OM
ACTIVE INGREDIENT S

RENTH S
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE

‘SGMI00ML; TSOMG/100ML; QUOMG/100ML
'DEXTROSE; POTASSIUM CHLORIDE; SODIUM

CHLOI
‘SGMI00ML: 75MG/100ML; QUOMG/100ML
DEXTROSE; POTASSIUM CHLORIDE: SODIUM
CHLORIDE

SGMIOUML; TSOMG/IOOML: 900MG/IODML.
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE.

‘SGMI00ML: TSOMG/1DOML; 900MG/100ML
DEXTROSE; POTASSIUM CHLORIDE: SODIUM
CHLORIDE

‘SGMI00ML; 300MG/100ML; S00MG/100ML.
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE

‘SGMI00ML; 24MG/100ML; 900MG/100ML.
DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE.

‘SGM/100ML; 300MG/100ML; QUOMG/100ML
TRADE NAME

10MEQ IN DEXTROSE 5%
AND SODIUM CHLORIDE
0.9%IN PLASTIC CONTAINER

09%IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE
20MD~0 IN DEXTROSE 5%
AND SODIUM CHLORIDE
09%IN PLASTICCONTAINER
(INJECTABLE; INJECTION)

(INJECTABLE; INJECTION)
APPLICANT NAME
TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

LABS

LABS

LABS
LABS
LABS

ANDZ
APPROVAL DATE
308

D DDEDNDE NO.
EXP. DATE
EXCLUSIVITY,
EXP. DATE

V4T

ITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
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TABLE IV, m'i APPROVED FROM 1-1-82 70 5-31-85 AND NOA*S MITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTROSE; POTASSIUM CHLORIDE: SODIUM
CHLORIDE
5GM/100ML; 150MG/100ML; 200MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 224MG/100ML; 200MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 7SMG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 150MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; S0DIUM
CHLORIDE
5GM/100ML; 224MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
S5GM/100ML; 150MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 75MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; S0DIUM
CHLORIDE
5GM/100ML; 300MG/100ML; 330MG/100ML

TRADE NAME
(DOSAGE FORM: ROUTE)

DEXTROSE 5%, SODIUM CHLORIDE
0.2% AND POTASSIUM CHLORIDE
20MEQ IN PLASTIC CONTALNER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.2% AND POTASSIUM CHLORIDE
30MEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
SMEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
10MEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
1SMEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
20MEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
10MEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
20MEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

Iv-43

Google

APPLI

TRAVENOL

TRAVENOL

L4

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

NANE

LABS

LABS

LABS

LABS

LABS

LABS

LABS

LABS

NDA MO,
APPROVAL DATE

18-567
02-16~83

18-567
02-16-83

18-629
03-23-82

18-629
03-23-82

18-629
03-23-82

18-629
03-23-82

18-629
03-23-82

18-629
03-23-82

PATENT NO.
EXP, DATE

EXCLUSTVITY
EXP, DATE
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TADLE IV, NDA'S APPROVED FROM 1-1-82 D¢Dy 5-31A85 PND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT $
STRENGTH S

DEXTROSE; THEOPHYLLINE
SGM/TOOML: 200MG/100ML.
DEXTROSE; THEOPHYLLINE
SGM/100ML; 200MG/100ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 400MG/100nD*
DEXTROSE; THEOPHYLLINE
SGM/100ML; 400MG/100MB-
DEXTROSE; THEOPHYLLINE
SGM/TOOML: 400MG/100DezD*
DEXTROSE; THEOPHYLLINE
SOM/TO0ML; BOMG/100ML
DEXTROSE; THEOPHYLLINE
SGM/TOOML; TA'OMG/100ML
DEXTROSE; THEOPHYLLINE
SGM/TOOML: 200MG/TO0ML
DEXTROSE; THEOPHYLLINE
SGM/100ML; 400MG/T00Deeb*
TRADE NAME

(DOSAGE FORM; ROUTE)
THEOPHYLLINE IN
DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE 0.2%

AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE IN
DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE 0.4%

AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
APPLICANT NAME

ABBOTT LABORATORIES
AM MCGAW/AM HOSP
ABBOTT LABORATORIES
AM MCGAN/AM HOSP
TRAVENOL LABS

TRAVENOL LABS

NDA NO. PATENT NO.
APPROVAL DATE EXP. DATE

EXCLUSIVITY
V45
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‘TABLE IV NDA'S APPROVED FROM D¢-Dg-82 D¢D7 5-31-85 DND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S

STRENOTHTS)
DICYCLOMINE HYDROCHLORIDE
10MGML
DICYCLOMINE HYDROCHLORIDE
10MGISML
DIFLORASONE DIACETATE
005%
DIFLORASONE DIACETATE
05%
DIFLUNISAL
OMD*

25
DIFLUNISAL
S00MG

)YDOSAGE FORM; ROUTE)
BEN

(INJECTABLE; INJECTION)
BENTYL

(SYRUP; ORAL)

FLORONE

(CREAM, TOPICAL)

FLOJ

(OINTMENT; TOPICAL)
DOLOBID

(TABLET; ORAL)
LOBID

(CAPSULETORAL)
LANOXICAPS

(CAPSULE: ORAL)
EVBOI

(INJECTABLE; INJECTION)
)

MERRELL DONDON CHEM

MERRELL DON'DON CHEM
UPIOHN

VT
APPROVAL DATE EXP. DATE EXP. DATE
08370

10-15-84

030178 09-14_93
1Dy_445 3714225 NCD-
(4-10-82 08-01-89 04-19-92
3674870

18445 3714225 NCE.
041982 08-01-89 04-19-92

18-85 4451458 DVN
11-30-84 05-29-01 11-30-87
4402049

090500
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DD PaDEDCHCDaD Db« B D" Pab DCHCD” Pabebab DD’ D D DED" DD P"D”
A

ACTIVE INOREDIENT)S)

STRENO

BIVALPROED¥ SoBIUD
EQS00MG BASE

INE HYDROCHLORIDE
EQ250MG BASE/VIAL
DOPAMINE HYDROCHLORIDE

'DOPAMINE HYDROCHLORIDE.
SOMGIML

'DOPAMINE HYDROCHLORIDE.
ATOMGML

'DOPAMINE HYDROCHLORIDE.

L
DOXEPIN HYDROCHLORIDE.
EQ25MG BASE
'DOXEPIN HYDROCHLORIDE
[EQ S0MG BASE
'DOXEPIN HYDROCHLORIDE

NAME

)DOSAGE FORM; ROUTE)

DEPAKOTE

(TABLET, ENTERIC COATED;
RAL)

BUTREX
(INJECTABLE; INJECTION)
DOPAMINE HCL
(INJECTABLE; INJECTION)
DOPAMINE
(INJECTABLE; INJECTION)
DOPAMINE HCL
(INJECTABLE; INJECTION)
DOPAMINE
(INJECTABLE; INJECTION)
SIDaD-0UDN

(CAPSULE; oRAL)

SINEC
(CAPSULE; ORAL)
SIND-00DN
(CAPSULE; oRAL)
SINEQUAN
(CAPSULE; ORAL)
SINEQUAN
(CAPSULE; ORAL)

D
(CAPSULE; ORAL)
ADAPIN
(CAPSULE; ORAL)
APPLICANT NAME

PENNWALT PHARM
NDA NO, PATENT NO, EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE.

O7-18-78 10-19-93

07-09-82
18398
03282
18549
03-11-83
18655
062583
16798 3420851

0131-7201-07-86
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P [EEp— PATENT AND EXCLUSIVITY INORNATION
EANERIRINE, £TID0CAINE HYDROCHLORIDE

ESTRoceNs, conaaTen
ity

TR AR oS




ACTIVE INGREDIENT S
(GTHTST

ETHINYL ESTRADIOL; LEVONORGESTREL
0.03MB; 0.05MG

0.04MB; 0.075MG

0.03MG; 0.125MG

ETHINYL ESTRADIOL: NORETHINDRONE
0.035MG; 0.5MG AND TMG

ETHINYL ESTRADIOL; NORETHINDRONE
0.035MG; 0.5MG AND TMG

ETHINYL ESTRADIOL; NORETHINDRONE
0.035MG; 0.5MG AND TMG

ETHINYL ESTRADIOL; NORETHINDRONE
0.035MG; 0.5MG AND TMG

ETHINYL ESTRADIOL; NORETHINDRONE
0.035MG; 0.5MG AND TMG

ETHINYL ESTRADIOL; NORGESTREL
0.05MG; 0.5MG

B
‘TDOSAGE FORM; ROUTE)

ORTHO-NOVUM 7/7/7-28

(TABLET; ORAL-28)
RAL

(TABLET; ORAL-21)
APPLICANT NAME

NYETH LABSAMHO
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL

SYNTEX (FP)

NDA NO. PATENT NO. EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE.
19192 3666858 NS

11-01-8405-30-89 11-01-87

3850911

11:26:91

11:26.91
‘TABLE IV NDA'S APPROVED FROM 1-1-82 TO 5-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



TABLE IV, NDA'S APPROVED FROM 1-1-82 D¢y 5-31-85 DND NDA'S NITH APPROPRIATE PATENT DND EXCLUSIVITY INFORMATION
ACTIVE TNOREDIENTTS)
STRENCTHIS)

ETHINYL ESTRADIOL; NORGESTREL
0.05MG; 0.5MG

ETHINYL ESTRADIOL; NORGESTREL
0.03MB; 0.3MG

ETHINYL ESTRADIOL; NORGESTREL
0.03MG; 0.3MG

ETIDOCAINE HYDROCHLORIDE

0.5%

ETIDOCAINE HYDROCHLORIDE

ETIDRONATE DISODIUM
200MG

TRADE NAME

YDOSAGE FORM; ROUTE)
OVRAL28

(TABLET; ORAL-28)
LO/OVRAL

(TABLET; ORAL-21)
LO/OVRAL28

(TABLET; ORAL-28)
DURANEST
(INJECTABLE; INJECTION)
DURANE!

(INJECTABLE; INJECTION)
DIDRONEL

(TABLET: ORAL)
APPLICANT PabDabe
WYD-D¢D LABS/AMHO
NYETH LABS/AMHO
NYETH LABS/AMHO
ASTRA PHARM PRODS
ASTRA PHARM PRODS
NORWICH EATON'P&G

NDA NO.
APPROVAL DATE
16806

D DDEDND¢ NO.
EXP. DATE
3666858

05-30-89

3850911

EXCLUSIVITY
EXP. DATE
IV:53
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TABLE I\ NDY'S APPROVED FROM 1162 Db 53145 DN NDA'S NI APFROPRIATE PATENT AND EXCLUSIVITY INFORNATION

iy
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'S OM
ACTIVE INGREDIENTTS)
STRENGTH S
FUROSEMIDE

2 ITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

4OMG.
FUROSEMIDE

300MG.
GLIPIZIDE

SMG

GLIPIZIDE

GLYBURIDE

L25MG

TRADE NAME

YDOSAGE FORM; ROUTE)
FUROSEMIDE

(TABLET; ORAL)

FUROSEMIDE

(INJECTABLE; INJECTION)

FUROSEN

(INJECTABLE; INJECTION)
1

LOPID
(CAPSULE; ORAL)
LOPID

(TABLET; ORAL)
APPLICANT NAME

BARR LABORATORIES
ROXANE LABORATORIES
ROXANE LABORATORIES
KALAPHARM

KALAPHARM

NDANDZ D DD¢D-ND¢ NO EXCLUSIVITY
APPROVAL DATE EXP. DATE EXPA;, DATE.

17498 3426067 ND; D=
05-01-84 04-21-92 05-01-94



IV-58

ACTIVE INGREDIENT S TRADE NAME APPLICANT NAME NDD NO. PATENT NO. EXCLUSIVITY
STRENGTHIST (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
GLYBURIDE MICRONASE UPJOHN 17-498 3426067 NCE

2.5MG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94

3454635

04-21-92

3507954

04-21-92

3507961

04-21-92

GLYBURIDE MICRONASE UPJOHN 17-498 3426067 NCE

SMG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94

3454635

04-21-92

3507954

04-21-92

3507961

04-21-92

GLYBURIDE DIABETA HOECHST-ROUSSEL 17-532 3426067 NCE
1.25MG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94

3454635

04-21-92

3507961

04-21-92

3507954

04-21-92

4060634

09-07-93

GLYBURIDE DIABETA HOECHST-ROUSSEL 17-532 3426067 NCE
2.5MG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94

3454635

04-21-92

3507961

04-21-92

3507954

04-21-92

4060634

09-07-93

TABLE IV. NDA'S APPROVED FROM 1-1-BZ TO B-31-BS AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION



ACTIVE INGREDIENT(S)
STRENGTH(S)

GLYBURIDE
5MG

GONADORELIN HYDROCHLORIDE
EQ 0.1MG BASE/VIAL

GONADORELIN HYDROCHLORIDE
EQ 0.5MG BASE/VIAL

GONADOTROPIN, CHORIONIC
2,000 UNITSAVIAL

GONADOTROPIN, CHORIONIC
15,000 UNITS/VIAL

GUANABENZ ACETATE
EQ 4MG BASE

GUANABENZ ACETATE
EQ 8MG BASE

GUANADREL SULFATE
10MG

GUANADREL SULFATE
25MG

TRADE NAME
(DOSAGE FORM: ROUTE)
DIABETA

(TABLET; ORAL)

FACTREL
(INJECTABLE; INJECTION)

FACTREL
(INJECTABLE; INJECTION)

CHORIONIC GONADOTROPIN
(INJECTABLE; INJECTION)

CHORIONIC GOMADOTROPIN
(INJECTABLE; INJECTION)

WYTENSIN
(TABLET; ORAL)

WYTENSIN
(TABLET; ORAL)

HYLOREL
(TABLET; ORAL)

HYLOREL
(TABLET; ORAL)

sy GOOglle

APPLICANT NAME

HOECHST-ROUSSEL

AYERST LABS/AMHO

AYERST LABS/AMHO

CARTER-GLOGAU LABS

CARTER-GLOGAU LABS

WYETH LABS/AMHO

WYETH LABS/AMHO

UPJOHN

UPJOHN

Iv=59

17-532
05=-01-84

18-123
09-30-82

18=123
09-30-82

17-016
12-27-84

17-016
02-15-84

18-587
09-07-82

18-587
09-07-82

18-104
12-29-82

18-104
12-29-82

PATENT NO.

EXCLUSTVITY

EAP. OATE AP, DATE

3426067
04=-21=-92
3454635
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93

3947569
03=30-93
4110438
08-29-95

3947569

3658993
04-25-89

3658993
04-25-89

3547951
12-15-87

3547951
12-15-87

NCE
05-01-94

NCE
09=-30=92

NCE
09-30-92

NCE
09-07-92
NCE
09-07-92

NCE
12-29-92

NCE
12-29-92
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TABLE V. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 AND NOA'S WITH APPRPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

HEPARIN SODIUM; SODIUM CHLORIDE
100 UNITS/ML; 4.5MG/ML

HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 450MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 450MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/T00ML; 450MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; 450MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; 450MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
200 UNITS/100ML; 900MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
200 UNITS/100ML; 900MG/100ML

TRADE NAME
(DOSAGE FORM: ROUTE)

HEPARIN SODIUM 5,000 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 12,500 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN S0DIUM 25,000 UNLTS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 10,000 UNITS
IN SODIUM CHLORIDE 0.45%
(INJECTABLE; INJECTION)

HEPARIN SODIUM 10,000 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 25,000 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 1000 UNITS
IN SODIUM CHLORIDE 0.9%
{INJECTABLE; INJECTION)

HEPARIN SODIUM 1000 UNITS
AND SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

Google =

APPLICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORLES

AM MCGAW/AM HOSP

TRAVENOL LABS

NDA ND. PATENT NO.

APPROVAL DATE  EXP. DATE

18-916
01-31-84

18-916
01-31-84

18-916
01-31-84

18-911
01-30-85

15-915.
01-31-84

18-016
01-31-84

19-042
03-29-85

18-609
04-28-82
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‘TABLE IV NDA'S APPROVED FROM I-1-82 D¢D75-31-85 DND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTHTS)
'HEPARIN SODIUM: SODIUM CHLORIDE
5,000 UNITS/100ML: 900MG/100ML
'HEPARIN SODIUM: SODIUM CHLORIDE
5,000 UNITS'100ML: 900MG/ 100N
HEPARIN SODIUM: SODIUM CHLORIDE,
5,000 UNITS/100ML: 900MG/100ML
HEXACHLOROPHENE
%
HYDROCHLOROTHIAZIDE;
METOPROLOL TARTRATE
25MG: S0MG
ROCHLOROTHIAZIDE;
METOPROLOL TARTRATE

S0MG: 100MG
HYDROCHLOROTHIAZIDE; TIMOLOL MALEATE
25MG: 10MG

HYDROCHLOROTHIAZIDE; TRIAMTERENE
S0MG; T5DaG

TRADE NDDab~

(INJECTABLE; INJECTION)

TURGEX
(SOLUTION; TOPICAL)
LOPRESSORDCD 5025
(TABLET; ORAL)
LOPRESSOR HCT 10025
(TABLET; ORAL)
LOPRESSOR HCT 100/50
(TABLET; ORAL)
TIMOLIDE

(TABLET; ORAL)
MAXZIDE

(TABLET; ORAL)
APPLICANT NAME
ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES
XTTRIUM LABS
GEIGY/(IBA-GEIGY

12:09-97
042401
EXCLUSIVITY
b

NC

123187
123187

123187
NS

10-22:87
IV-63
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PATENT AND EXCLUSIVITY INRORMATION



1V-66
ACTIVE INGREDIENT S
(GTHS.
INDOMETHACIN SODIUM TRIHYDRATE.
EQ TMG BASEVIAL
IODAMIDE MEGLUMINE
2%
IODAMIDE MEGLUMINE

IODOHIPPURATE SODIUM,
1123

TMCML
IODOXAMATE MEGLUMINE
9%
IODOXAMATE MEGLUMINE
03%
ISOFLURANE
ISOTRETINOIN
TOMG
ISOTRETINOIN
20MG
E NAME

)DOSAGE FORM: ROUTE)
INDOANL V.
(INJECTABLE; INJECTION)

OVUE-DIP
(INJECTABLE; INJECTION)
RENOVUE-
(INJECTABLE; INJECTION)

HRDI
(INJECTABLE; INJECTION)
a
(INJECTABLE; INJECTION)
CHOLOY
(INJECTABLE; INJECTION)
FORANE
(GAS INHALATION)
ACCUTANE
(CAPSULE; ORAL)
APPLICANT NAME
PaSLODEDRCK
ERSQUIBB ANO SONS
ERSQUIBB ANO SONS
MEDI-PHYSICS

ER SQUIBB AND SONS
ER SQUIBB ANO SONS

ROM 1-1-82 10 5-31 NITH PATENT AND EXCLUSIVITY INFORMATION
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TABLE IV, NDA'S APPROVED FROM 1-1

ACTIVE INGREDIENT(S)
STRENGTH(S)

LOPERAMIDE HYDROCHLORIDE
1MG/5ML

LOXAPINE HYDROCHLORIDE
EQ 50MG BASE/ML

LOXAPINE HYDROCHLORIDE
EQ 25MG BASE/ML

LOXAPINE SUCCINATE
EQ 5MG BASE

LOXAPINE SUCCINATE
EQ 10MG BASE

LOXAPINE SUCCINATE
EQ 25MG BASE

LOXAPINE SUCCINATE
EQ 50MG BASE

MAFENIDE ACETATE
EQ 85MG BASE/GM

MAGNESIUM ACETATE TETRAHYDRATE; POTASSIUM
ACETATE; SODIUM CHLORIDE
32MG/100ML; 128MG/ 100ML; 234MG/100ML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE, MOMOBASIC; SODIUM
ACETATE; SODILUM CHLORIDE; SODIUM GLUCONATE;
SODIUM PHOSPHATE
30MG/100ML; 37MG/100ML; 0.8ZMG/100ML;
370MG/100ML; 530MG/100ML; S500MG/100ML;
12MG/ 100ML

TRADE NAM|
(DOSAGE FORM: ROUTE)

IMODIUM
(SOLUTION; ORAL)

LOXITANE
(INJECTABLE; INJECTION)

LOXITANE
(CONCENTRATE; ORAL)

LOXITANE
(CAPSULE; ORAL)

LOXITANE
(CAPSULE; ORAL)

LOXITANE
{CAPSULE; ORAL)

LOXITANE
{CAPSULE; ORAL)

SULFAMYLON
(CREAM; TOPICAL)

PLASMA-LYTE 56 IN PLASTIC

CONTAINER
(INJECTABLE; INJECTION)

ISOLYTES PH 7.4 IN PLASTIC

CONTAINER
(INJECTABLE; INJECTION)

Google |

IV-69

APPL

JANSSEN
LEDERLE

LEDERLE

LEDERLE
LEDERLE
LEDERLE

LEDERLE

T NAM

PHARMA
LABS/AM CYAN

LABS/AM CYAN

LABS/AM CYAN
LABS/AM CYAN
LABS/AM CYAN

LABS/AM CYAN

WINTHROP LABS/STERL

TRAVENOL LABS

AM MCGAW/AM HOSP

NDA NO.
APPROVAL DATE

19-037
07-31-84

18-039
10-26-79

17-658
05-04-76

17-525
10-25-77

17-525
02=25=75

17-525
02-25-75

17-525
02-25-75

16-763
01-24-69

19-047
06-15-84

19-006
04-04-84

T0 5-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATI

PATENT N0,
EXP, DATE

3714159
01-30-90

3546226
12-08-87

3546226
12-08-87
4045809
09-20-94

3546226
12-08-87

3546226
12-08-87

3546226
12-08-87

3546226
12-08-87

3497599
01-26-88

EXCLUSIVITY
EXP, DAT

NDF
09-24-86

NC
09-24-86

NC
09-24-86
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TABLE IV, NDA'S APPROVED FRON 1-1-82 10 §-31

ACTIVE INGREDIENT(S)
STRENGTH(S)

MAPROTILINE HYDROCHLORIDE
T5MG

MAZINDOL
MG

MAZINDOL
2MG

MAZINDOL

2MG

MAZINDOL
MG

MEBENDAZOLE
100MG

MEDROXYPROGESTERONE ACETATE
100MG/ML

MEDROXYPROGESTERONE ACETATE
400HG/HL

MEGLUMINE; METRIZOIC ACID
140. 1HG/ML; 461.8MG/ML

METAPROTERENOL SULFATE
METAPROTERENOL SULFATE
10MG

METAPROTERENOL SULFATE
0. 65MG/ INH

METAPROTERENOL SULFATE
10MG/5ML

METAPROTERENOL SULFATE
5%

METAPROTERENOL SULFATE
0.6% i

TRADE NAME
FORM: ROUTE

LUDIOMIL
(TABLET; ORAL)

SANOREX
(TABLET; ORAL)

SANOREX
(TABLET; ORAL)
MAZANOR
(TABLET; ORAL)
MAZANOR
(TABLET; ORAL)

VERMOX
(TABLET, CHEWABLE; ORAL)

DEPO-PROVERA
(INJECTABLE; INJECTION)

DEPO-PROVERA
(INJECTABLE; INJECTION)

IS0PAQUE-280
{INJECTABLE; INJECTION)

ALUPENT
(TABLET; ORAL)

ALUPENT
(TABLET; ORAL)

ALUPENT
(AEROSOL; INHALATION)

ALUPENT
(SYRUP; ORAL}

ALUPENT
(SOLUTION; INHALATION)

ALUPENT
(SOLUTION; INHALATION)

Google

AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

v-n

APPLICANT NAME

CIBA/CIBA-GEIGY
SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ
WYETH LABS/AMHO
WYETH LABS/AMHO
JANSSEN PHARMA
UPJOHN

UPJOHN

WINTHROP LABS/STERL
BOEHRINGER INGELHEIM
BOEHRINGER IMGELHEIM
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
BOEHRINGER . INGELHEIM

BOEHRINGER INGELHEIM

APPROVAL DATE

17-543
09-30-82

17-247
06-14-73

17-247
06-14-713

17-980
08-28-80

17-980
02-02-82

17-481
06-28-74

12-541
01-16-76

12-541
01-16-76

17-506
04-30-74

15-874
05-13~74

15-874
08-08=77
16-402
07-31-73

17-571
05-23-75

17-659
09-18-80

18-761
06-30-83

PATENT ND.
EXP. DATE

3399201
08-27-85

3763178
10-02-90

3763178
10-02-90

3763178
10-02-90

3763178
10-02-90

3657267
04-18-89

4038389
07-26-94

4038389
07-26-94

3476802
11-04-86

3422196
01-14-86

3422196
01=14=86

3422196
01-14-86

3422196
01-14-86

3422196
01-14-86

3422196
01-14-86

EXCLUSIVITY
EXP. DATE

NS
09-24-86
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‘TABLE IV NDA'S APPROVED FROM 1-1-82 D¢D 5-31-85 DND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S
STRENGTHIS)
METRIZAMIDE
3TSGMVIAL
METRIZAMIDI
6TSGMVIAL
METRONIDAZOLE.
METRONIDAZOLE
250MG
METRONIDAZOLE.
METRONIDAZOLE
250MG
METRONIDAZOLE
S00MG
METRONIDAZOLE
S00MG/TOOML

METRONIDAZOLE.

‘TRADE NAME

)DOSAGE FORM; ROUTE)

ANIPAQOE

(INJECTABLE; INJECTION)

ANIPAQOE

(INJECTABLE; INJECTION)
IDAZOLE

(TABLET; ORAL)

METRYL 500

(TABLET; ORAL)
METROLV.

(INJECTABLE; INJECTION)
METRONIDAZOLE
(TABLET; ORAL)
METRONIDAZOLE.
(TABLET; ORAL)
METRONIDAZOLE.

01683
PATENT NO, EXCLUSIVITY
b

P
3701771 126
10-31-89 09-24-86
3701771 126
10-31-59 09-24-86
V73
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 BPND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT S TRADE NAME APPLICANT NDDab+ NDD NO. PATENT NDz. EXCLUSIVITY
STRENGTH S )DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE
METRONIDAZOLE ELAGYLLV. SEARLE PHARMS 18-353 1-11

HYDROCHLORIDE (INJECTABLE; INJECTION) 11-28-80 12-20-87

50 500MG BASE/VIAL

MICONAZOLE MONISTAT JANSSEN PHARMA 18-040 3717655 1-27

10MG/ML (INJECTABLE; INJECTION) 10-04-78 02-20-90 09-24-86

3839574

10-01-91

MICONAZOLE NITRATE MONISTAT 7 ORTHO PHARMACEUTICAL 17-450 3717655

2% (CREAM; VAGINAL) 01-30-74 02-20-90

. 3839574

10-01-91

MICONAZOLE NITRATE MONISTAT-DERM ORTHO PHARMACEUTICAL 17-494 3717655
2% (CREAM; TOPICAL) 01-30-74 02-20-90

3839574

10-01-91

PeICONA20LS NITRATE MONISTAT-DERM ORTHO PHARMACEUTICAL 17-739 3717655
2% (10110DY:; TOPICAL) 12-16-75 02-20-90

3839574

10-01-91

DeICONAZOLS NITRATE MONISTAT 7 ORTHO PHARMACEUTICAL 18-520 3717655 DYD%D?
TOOMG (SUPPOSITORY; VAGINAL) 03-15-82 02-20-90 9-24-86

- 3839574

10-01-91

MICONAZOLE NITRATE MONISTAT 3 ORTHO PHARMACEUTICAL 18-888 3717655 Ns
200MG (SUPPOSITORY; VAGINAL) 08-15-84 02-20-90 09-24-85

3839574

10-01 91

MINOXIDIL LONITEN UPJOHN 18-154 3461461

2.5MG (TABLET; ORAL) 10-18-79 08-12-86

ACIZ1Z- "D 1 Z IV-75
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 5-31

ACTIVE INGREDIENT(S)
STRENGTH(S)

NADOLOL
160MG

NADOLOL
A40MG

NADOLOL
80MG

NADOLOL
120MG

NADOLOL
160MG

MALBUPHINE HYDROCHLORIDE
10MG/HL

MALBUPHINE HYDROCHLORIDE
Z20MG/ML

MALIDIXIC ACID

250M6

NALIDIXIC ACID
500MG

NALIDIXIC ACID
1GM

TRADE NAME
(DOSAGE FORM: ROUTE]

CORGARD
(TABLET; ORAL)

CORGARD
(TABLET; ORAL)

CORGARD
(TABLET; ORAL)

CORGARD
(TABLET; ORAL)

CORGARD
(TABLET; ORAL)

NUBAIN
(INJECTABLE; INJECTION)

NUBAIN
(INJECTABLE; INJECTION)
NEGGRAM

(TABLET; QRAL)

NEGGRAM

(TABLET; ORAL)

NEGGRAM
(TABLET; ORAL)

Google

AND NOA'S HITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

v-77

APPLICANT NAME

ER SQUIBE AND SONS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

DUPONT PHARMS/DUPONT
DUPONT PHARMS/DUPONT
WINTHROP LABS/STERL
WINTHROP LABS/STERL

WINTHROP LABS/STERL

NOA NO.
APPROVAL DATE

18-063
12-10-79

18-064
12-10-79

18-064
12-10-79

18-064
12-10-79

18-064
12-10-79

18-024
05=15=-79

18-024
05-27-82

14-214
12-27-67

14-214
03-06-64

14-214
03-06-64

PATENT N0,

EXCLUSIVITY

EXP. DATE

3982021
09-21-93
3935267
01-27-93

3982021
09-21-93
3935267
01-27-93

3982021
09-21-93
3935267
01-27-93

3982021
09-21-93
3935267
01-27-93

3982021
09-21-93
3935267
01-27-93

3303197
07=16-85

3590036
06-29-88

3590036
06-29-88

3590036
06-29-88

EXP. DATE

NS
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 5-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

NAPROXEN
375MG

NAPROXEN
S00MG

NAPROXEN S0DIUM
275MG

NICLOSAMIDE
500MG

NICOTINE RESIN COMPLEX
EQ 2ZMG BASE
NIFEOIPINE

10MG
NITROGLYCERIN

0.5MG/ML

NITROGLYCERIN
SMG/ML

TRADE NAME
(DOSAGE FORM: ROUTE)

NAPROSYN
(TABLET; ORAL

NAPROSYN
(TABLET; ORAL)

ANAPROX
(TABLET; ORAL)

NICLOCIDE
(TABLET, CHEWABLE; ORAL)

NICORETTE
(GUM, CHEWING: ORAL)

PROCARDIA
(CAPSULE: ORAL)

TRIDIL
(INJECTABLE; INJECTION)

NITROSTAT
(INJECTABLE; INJECTION)

Google

Iv=-79

APPLICANT NAME

SYNTEX PR

SYNTEX PR

SYNTEX PR

MILES PHARMS/MILES
MERRELL DOW/DOW CHEM
PFIZER LABS/PFIZER
AM CRITICAL CARE/AHS

PARKE=DAVIS/W-L

NDA 0.
APPROVAL DATE

17-581
07-18-80

17-581
04=-15=82

18=164
09-04-80

18-669
05-14-82

18-612
01-13-84

18-482
12-31-81

18-537
06-16-83

18-588
12-23-83

PATENT NO.
£XP. DATE

3904682
09-09-92
3998966
12-21-93
4001301
09-09-92
4009197
09-09-92

3904682
09=09-92
3998966
12-21-93
4001301
09-09-92
4009197
09-09-92

3998966
12-21-93
4001301
09-09-92
4009197
09-09-92

3644627
02-22-89

EXCLUSTVITY
£XP. DATE

NS
09-24-86

NCE
05-14-92

NCE
01-13-94

NDF
09-24-86

NDF
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 D¢D# 5-31-85 DND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
NORTRIPTYLINE HY DROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-013 3922305
EQ TOMG BASE (CAPSULE; ORAL) 08-01-77 11-25-92

NORTRIPTYLINE HY DROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-013 3922305
EQ 25MG BASE (CAPSULE; ORAL) 08-01-77 11-25-92

NORTRIPTYLINE HY DROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-013 3922305
EQ 75MG BASE (CAPSULE; ORAL) 06-14-79 11-25-92

NORTRIPTYLINE HY DROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-013 3922305
EQ P*D7MG BASE (CAPSULE; ORAL) 06-14-79 11-25-92

OXAMNIQUINE VANSIL PFIZER LABS/PFIZER 18-069 3903283

250MG (CAPSULE; ORAL) 07-23-80 09-02-92

3821228

06-28-91

3925391

12-09-92

OXPRENOLOL HYDROCHLORIDE TRASICOR CIBA/CIBA-GEIGY 18-166 3483221 NCD+
20MG (CAPSULE; ORAL) 12-28-83 12-09-86 12-28-93

OXPRENOLOL HYDROCHLORIDE TRASICOR CIBA/CIBA-GEIGY 18-166 3483221 NCD+
40MG (CPP 501D+; ORAL) 12-28-83 12-09-86 12-28-93

OXPRENOLOL HYDROCHLORIDE TRASICOR CIBA/CIBA-GEIGY 18-166 3483221 NCD+
80MG (CAPSULE; ORAL) 12-28-83 12-09-86 12-28-93

OXPRENOLOL HYDROCHLORIDE TRASICOR CIBA/CIBA-GEIGY 18-166 3483221 NCD-
160MG (CAPSULE; ORAL) 12-28-83 12-09-86 12-28-93

PANCURONIUM BROMIDE PAVULON ORGANON/AKZONA 17-015 3553212

2DY6/DY1 (INJECTABLE; INJECTION) 10-24-72 01-05-88

PANCURONIUM BROMIDE PAVULON ORGANON/AKZONA 17-015 3553212

TMG/ML (INJECTABLE; INJECTION) 09-14-73 01-05-88

PARAMETHASONE ACETATE HALDRONE ELI LILLY 12-772 3499016

TNG (TABLET; ORAL) 04-17-61 03-03-87

v-81
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TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 5-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH

PINOOLOL
10MG

PINDOLOL
15MG

PIROXICAM
10MG

PIROXICAM
20MG.

POLYETHYLEME GLYCOL 3350:
POTASSIUM CHLORIDE ;
SODIUM BICARBONATE;
SODIUM CHLORIDE:

SODIUM SULFATE
236GM/BOT ;
2.97GM/BOT;
6.74GM/BOT;
5,86GM/BOT;
22, 74GM/B0T

TRADE NAME
(DOSAGE FORM: ROUTE)

VISKEN
(TABLET; ORAL)

VISKEN
(TABLET; ORAL)

FELDENE
{CAPSULE; ORAL)

FELDENE
(CAPSULE; ORAL)

GOLYTELY

(POWDER FOR
RECONSTITUTION; ORAL)

Google

APPLICANT NAME

SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ

PFIZER LABS/PFLZER

PFIZER LABS/PFIZER

BRAINTREE LABS

NDA NO.
APPROVAL DATE

18-285
09-03-82

18-285
09-03-82

18-147
04-06-82

18-147
04-06-82

19-011
07-13-84

PATENT NO.
£XP, DATE

3471515
10-07-86

3471515
10-07-86

3591584

RE29668
12-10-91

3591584

12-10-91

EXCLUSIVITY
EXP, DATE

NCE
09-03-92

NCE
09-03-92

NCE
04-06-92

NCE
04-06-92
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 5-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT TRADE NAME APPLICANT NAME NDA N0, PATENT N0,  EXCLUSIVITY
TRENGTH DOSAGE FORM: ROUTE APPROVAL DATE  EXP. DATE  EXP. DAIE
POLYTHTIAZIDE; PRAZOSIN HYDROCHLORIDE MINIZIDE PFIZER LABS/PFIZER 17-986 3511836
0.5MG; 2MG (CAPSULE; ORAL) 06-13-80 05-12-87
3663706
05-16-89
4130647
12-19-95
POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE MINIZIDE PFIZER LABS/PFIZER 17-986 3511836
0.5MG; 5MG (CAPSULE; ORAL) 06-13-80 05-12-87
3663706
05=16=89
14130647
12-19-95
POTASSIUM ACETATE POTASSIUM ACETATE IN ABBOTT LABORATORIES 18-896 NDF
2MEQ/ML PLASTIC CONTAINER 07-20-84 09-24-86
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE KLOTRIX MEAD JOHNSON/B-M 17-850 4140756
10MEQ {TABLET, CONTROLLED 05-22-80 02-20-96
RELEASE; ORAL)
POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND TRAVENOL LABS 18-630
150MG/ 100ML; 900MG/ 100ML POTASSIUM CHLORIDE 10MEQ 02-17-83
IN PLASTIC CONTAINER
{INJECTABLE: INJECTION)
POTASSIUM CHLORIDE; SODIUM CHLORIDE S0DIUM CHLORIDE 0.9% AND TRAVENOL LABS 18-630
300MG/100ML; 900MG/ 100ML POTASSIUM CHLORIDE 20MEQ 02-17-83
IN PLASTIC CONTAINER
( INJECTABLE; INJECTION)
POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND TRAVENOL LABS 18-630
150MG/ 100ML; S00MG/ 100ML POTASSIUM CHLORIDE 20MEQ 02-17-83
IN PLASTIC CONTAINER
( INJECTABLE: INJECTION)
POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND TRAVENOL LABS 18-630
300MG/100ML; 900MG/100ML POTASSIUM CHLORIDE A40MEQ 02-17-83

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

jtized by (3O 8[(’,

Iv-85
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NDAS APPROVED FROM 11152 e :31-85 DND NDA'S NITH APFROPRIATE PATENT AND EXCLUSIVITY INFORNATION

e
ERAZOSI HYDROCHLORIDE

EQ G B

rnorc'iunowL HYDROCHLORIDE
EROPRANOLOL iYDROCHLORIDE

JDOsAGE roR, RoUTE)
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TABLE V. NDA'S APPROVED FROM 1-1-82 T0 5-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S|

RITODRINE HYDROCHLORIDE
10MG

RITODRINE HYOROCHLORIDE
10MG/ML

RITODRINE HYDROCHLORIDE
15MG/HL

SAFFLOWER OIL: SOYBEAN OIL
10%; 10%

SAFFLOWER OIL; SOYBEAN OIL
5%; 5%

SARALASIN ACETATE
EQ 0.6MG BASE/ML

SCOPOLAMINE
1.5MG

SELENIUM SULFIDE
2.5%

SILVER SULFADLAZINE
1%

SILVER SULFADIAZINE

TRADE NAME

(DUSAGE FORM: ROUTE)
YUTOPAR

(TABLET; ORAL)

YUTOPAR
(INJECTABLE; INJECTION)

YUTOPAR
{ INJECTABLE; INJECTION)

LIPOSYN II 20%
(INJECTABLE; INJECTION)

LIPOSYN II 10%
(INJECTABLE; INJECTION)

SARENIN
(INJECTABLE; INJECTION)

TRANSDERM-SCOP
(FILM, CONTROLLED
REEEASE; PERCUTANEQUS)

SELSUN
(SHAMPOD/LOTION; TOPICAL)

SILVADENE
(CREAM; TOPICAL)

$SD
(CREAM; TOPICAL)

vy (GOOGle

APPLICANT NAME

ASTRA PHARM PRODS
ASTRA PHARM PRODS
ASTRA PHARM PRODS
ABBOTT LABORATORIES
ABBOTT LABORATORIES

NORWICH EATON/P&G

CIBA/CIBA-GEIGY

ABBOTT LABS
MARION LABORATORIES

TRAVENOL LABS

Iv-89

NDA N0,
APPROVAL DATE

18-555
12-12-80

18-580
12-12-80

18-580
09-27-84

18-991
08-27-84

18-997
08-27-84

18-009
05-29-81

17-874
12=-31-79

07-936
05-17-51

17-381
11=26=73

18-578
02-25-82

PATENT N0,
XP, DATE

3410944
11-12-85

3410944
11-12-85

3410944
11-12-85

3932624
01-13-93
3886134
05-27-92

4031894
06-28-94
4262003
04-14-98
4436741
04-14-98

3761590
09-24-90

EXCLUSTVITY
EXP. DATE

NP
09-24-86

NP
09-24-86

1-3
09~24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 D¢D# 5-31-85 DPND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
SODIUM CHLORIDE SODIUM CHLORIDE 0.9% TRAVENOL LABS 19-319
900MG/100ML IN STERILE PLASTIC 05-17-85

CONTAINER

(SOLUTION; IRRIGATION)

SODIUM IODIDE, 1-123 SODIUM IODIDE I 123 BENEDICT NUCLR PHARM 18-671
100 UCI (CAPSULE; ORAL) 05-27-82

SODIUM IODIDE, 1-123 SODIUM IODIDE I 123 BENEDICT NUCLR PHARM 18-671
200 UCI (CAPSULE; ORAL) 05-27-82

SODIUM IODIDE, 1-123 SODIUM IODIDE I 123 BENEDICT NUCLR PHARM 18-671
400 UCI (CAPSULE; ORAL) 05-27-82

SODIUM LACTATE SODIUM LACTATE IN ABBOTT LABORATORIES 18-947 NS
SMEQ/ML PLASTIC CONTAINER 09-05-84 09-24-86

(INJECTABLE; INJECTION)

SODIUM NITROPRUSSIDE SODIUM NITROPRUSSIDE ELKINS-SINN/AHROBINS 18-581
SOMG/VIAL (INJECTABLE; INJECTION) 07-28-82

SODIUM PHOSPHATE, DIBASIC; SODIUM SODIUM PHOSPHATES ABBOTT LABORATORIES 18-892 NP
PHOSPHATE, MONOBASIC IN PLASTIC CONTAINER 05-10-83 09-24-86
142MG/ML; 276MG/ML (INJECTABLE; INJECTION)

SOMATROPIN ASELLACRIN 2 SERONO LABS 17-726 NS

2 IU/VIAL (INJECTABLE; INJECTION) 07-21-83 09-24-86

SORBITOL SORBITOL 3% IN PLASTIC TRAVENOL LABS 18-512

BGM/100ML CONTAINER 05-27-82

(SOLUTION; IRRIGATION)

SOYBEAN OIL SOYACAL 10% ALPHA THERAPEUTIC 18-465

10% (INJECTABLE; INJECTION) 06-29-83

SOYBEAN OIL TRAVAMULSION 10% TRAVENOL LABS 18-660

10% (INJECTABLE; INJECTION) 02-26-82

SOYBEAN OIL TRAVAMULSION 20% TRAVENOL LABS 18-758

20% (INJECTABLE; INJECTION) 02-15-83

IV-91
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TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 5-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

SULFAMETHOXAZOLE; TRIMETHOPRIM
A400MG; BOMG

SULFAMETHOXAZOLE; TRIMETHOPRIM
BOOMG; 160MG

SULFAMETHOXAZOLE: TRIMETHOPRIM
200MG/5ML; 40MG/SML

SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML; 40MG/SML

SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML; 40MG/SML

SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/SML; 40MG/5SML

SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; BOMG

SULFAMETHOXAZOLE; TRIMETHOPRIM
B00MG; 160MG

SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; BOMG

SULFAMETHOXAZOLE; TRIMETHOPRIM
800MG: 160MG

SULFASALAZ INE
S00MG

TRADE NAME
DOSAGE FORM: ROUTE

SULFAMETHOXAZOLE AND
TRIMETHOPRIM
(TABLET; ORAL)

SULFAMETHOXAZOLE AND

TRIMETHOPRIM DOUBLE STRENGTH

(TABLET; ORAL)

SULFATRIM PEDIATRIC
(SUSPENSION; ORAL)

SULFATRIM
(SUSPENSION; ORAL)

SHZ-THP
(SUSPENSION; ORAL)

SMI=TMP PEDIATRIC
(SUSPENSION; ORAL)

SULFAMETHOXAZOLE AMD
TRIMETHOPRIM
(TABLET; ORAL)

SULFAMETHOXAZOLE AND

TRIMETHOPRIM DOUBLE STRENGTH

(TABLET; ORAL)

SULFAMETHOXAZOLE &
TRIMETHOPRIM
(TABLET: ORAL)

SULFAMETHOXAZOLE &
TRIMETHOPRIM
(TABLET; ORAL)

AZULFIDINE

(TABLET, ENTERIC COATED:
ORAL)

Google

1v-93

APPLICANT NAME

DRUMMER./PHOENIX
DRUMMER/PHOENIX

NATL PHARM MFG/BARRE
MATL PHARM MFG/BARRE
BIOCRAFT LABS
BIOCRAFT LABS

DANBURY PHARMACAL
DANBURY PHARMACAL
HEATHER DRUG
HEATHER DRUG

PHARMACIA/PHARMACIA

NDA_NO.
APPROVAL DATE

PATENT NO.
EXP. DATE

18-598
05-19-82

18-598
05=19=-82

18-615
01-07-83

18-615
01-07-83

18-812
01-28-83

18=-812
06-10-83

18-852
05=-09-83

18-854
05-09-83

18=946
08-10-84

18-946
08-10-84

07-073
04-06-83

EXCLUSIVITY

£XP. DATE

NDF
09-24-86



19:94
ACTIVE INGREDIENTTS)
STRENGTH 5

82,000 UNITSGM

TECHNETIUM, TC:99M SODIUM PERTECHNETATE
GENERATOR

0.22-222CUGENERATOR

‘TECHNETIUM, TG:99M, ALBUMIN COLLOID

KIT

%/:HN:T[UM TC:99M, DISOFENIN KIT
%}HNWUM. TC-99M GLUCEPTATEKIT
TEHNETION, TC-99M, MEDRONATE
TECHNETIUM, TC-99M, MEDRONATE
zéfmmum TC-9M, SUCCIMERKIT

‘TRADE NAME
)DOSAGE FORM: ROUTE)
SULFASALAZINE

(TABLET, ENTERIC COATED;

(OINTMENT; TOPICAL)
MINITEC

(SOLUTION; INTRAVENOUS!
ORAL)

MICROLITE
(INJECTABLE; INJECTION)
ATOLITE

(INJECTABLE; INJECTION)
ESCAN GLUCEPTATE
(INJECTABLE; INJECTION)

OSTEOLITE
(INJECTABLE; INJECTION)

(INJECTABLE; INJECTION)
MPI DMSA KIDNEY REAGENT
(INJECTABLE; INJECTION)
APPLICANT NAME

LAR PHARMACEUTICAL
MS&DMERCK.

Ms&

Y
APPROVAL DATE EXP. DATE EXP. DATE.

05-24-83 09-24-86
17911 3654349
092778 (04-04-89
3725548
i

17.911 3725548
09-27-78 04-03-90
3654349

12808 3409719
061269 110585

L1197
N'D, 050008, B/et NXuNZD /i /N N RSN DN,




ACTIVE INGREDIENT(S)

STRENGTH(S)

TERBUTALINE
0.2MG/INH

TERBUTALINE
0.2MG/ INH

TERBUTALINE
/ML

TERBUTALINE

TERBUTALINE
SMG

TERBUTALINE
2.5MG

TERBUTALINE
SMG

TERBUTALINE
TMG/ML

SULFATE

SULFATE

SULFATE

SULFATE

SULFATE

SULFATE

SULFATE

SULFATE

TABLE 1V, NDA'S APPROVED FROM 1-1

TRADE NAME
AGE FORM: ROUTE

BRETHAIRE
(AEROSOL: INHALATION)

BRICANYL
(AEROSOL; INHALATION)

BRIC&NYL
(INJECTABLE; INJECTION)

BRICANYL
{TABLET; ORAL)

BRICANYL
(TABLET; ORAL)

BRETHINE
(TABLET; ORAL)

BRETHINE
(TABLET; ORAL)

BRETHINE
(INJECTABLE; INJECTION)

Google

'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

Iv-95

APPLICANT NAME

GEIGY/CIBA-GEIGY

MERRELL DOW/DOW CHEM

MERRELL DOW/DOW CHEM

MERRELL DOW/DOW CHEM

MERRELL DOW/DOW CHEM

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GELGY

GEIGY/CIBA-GELGY

NDA MO,
APPROVAL DATE

18-762
08-17-84

18-000
03=-19-85

17-466
03-25-74

17-618
04-22-75

17-618
04=22=75

17-849
05-17-76

17-849
05-17-76

18-571
11-30-81

PATENT NO.
EXP. DATE

3937838
02-10=-93
4011258
03-08-94

3937838
02-10-93
4011258
03-08-94

3937838
02-10-93
4011258 .
03-08-94

3937838
02=10=93
4011258
03-08-94

3937838
02-10-93
4011258

03-08-94

3937838
02-10-93
4011258
03-08-94

3937838
02-10-93
4011258
03-08-94
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TABLE Iv. NDA'S APPROVED FROM 1-1-82 T

ACTIVE INGREDIENT(S)
STRENGTH(S)

TOCAINIDE HYDROCHLORIDE
600MG

TOLAZAMIDE
100MG

TOLAZAMIDE
250MG

TOLAZAMIDE
S00MG

TOLAZOLINE HYOROCHLORIDE
25MG/ ML

TOLMETIN SOOIUM
EQ 200MG BASE

TOLMETIN SODIUM
EQ 400MG BASE

TRAZODONE HYDROCHLORIDE
150MG

TRETINOIN
0.05%

TRETINOIN
0.1%

TRETINOIN
0.05%

TRADE NAME
(DOSAGE FORM: ROUTE)

TONOCARD
(TABLET; ORAL)

TOLAZAMIDE
{TABLET; ORAL)

TOLAZAMIDE
(TABLET; ORAL)

TOLAZAMIDE
(TABLET; ORAL)

PRISCOLINE
(INJECTABLE; INJECTION)

TOLECTIN
(TABLET; ORAL)

TOLECTIN DS
(CAPSULE; ORAL)

DESYREL
(TABLET; ORAL)

RETIN-A
(SOLUTION; TOPICAL)

RETIN-A
(CREAM; TOPICAL)

RETIN=A
(CREAM; TOPICAL}

1w Google

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

Iv-97

APPLICANT NAME

MSED/MERCK

ZENITH LABORATORIES
ZENITH LABORATORIES
ZENITH LABORATORIES
CIBA/CIBA-GEIGY
MCNEIL LABORATORIES
MCNEIL LABORATORIES
MEAD JOHNSON/B-M
ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

NDA NO.
APPROVAL DATE

18-257
11-09-84

18-894
11-02-84

18-894
11-02-84

18-894
11-02-84

06-403
02-22-85

17-628
03-24-76

18-084
10-30-79

18-207
03-25-85

16-921
10=20=71

17-340
01-26-73

17=522
07-19-74

PATENT ND.
EXP. DATE

4218477
08-19-97
4237068
12-02-97

3752826
08-14-90

3752826
08-14-590

3729568
04-24-90

3729568
04-24-90
3906108

09-16-92

3729568
04-24-90
3906108
09-16-92

EXCLUSTVITY
EXP. DATE

NCE
11-09-89
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‘TABLE IV NDA'S APPROVED FROM 1-1-82 D¢D75-31-85 DND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENTTS)

STRENGTH S

TRIMETHOPRIM

100MG.

TRIMIPRAMINE MALEATE
EQ TOOMG BASE

VECURONIUM BROMIDE
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